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PREFACE 


This is one of a series of Monographs developed by the Special Action Office for Drug Abuse Prevention 
to help present ideas regarding efficient and effective ways of providing drug abuse treatment services. This 
"how to" manual is intended for guidance only and in no way implies that this is the only way of providing 
quality care. We hope you will consider this information in light of your individual program and modify it 
accordingly. 

This Monograph is to serve as a model for the program administrator in both the early planning stages 
and the actual implementation phase of an Outpatient Methadone program. It is assumed that the clinic 
exists as an independent unit and is not part of a larger program. Each component discussed is essential for 
a smoothly-functioning operation, and each meets the Food and Drug Administration regulations, the 
CODAP client management minimum standards, and the Federal Funding Criteria for Treatment Services. 

We hope you find this Outpatient Methadone Monograph helpful and are able to tailor it to meet your 
specific drug treatment needs. 


Robert L. DuPont, M.D. 
Director 
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I. INTRODUCTION 



This manual is meant to serve as a guide to the program administrator in both the early planning stages 

and the actual implementation phase of an outpatient methadone program. 

Essentially, the rhanual describes a model outpatient methadone Clinic. For the purposes of this 
document it is assumed that the clinic exists as an independent unit and is not part of a larger program. 
Each component discussed is necessary for a smoothly-functioning operation, and each meets requirements 
contained in the Food and Drug Administration regulations (See Exhibit 1), the CODAP client managemen 
minimum standards (See Exhibit 2), and the Federal Funding Criteria (See Exhibit 3). 

Prior to discussing the factors that comprise an outpatient methadone clinic, it is helpful to remember 
what a methadone clinic is not. It is not a magic cure for addiction. Rather it is one approach to narcotics 
rehabilitation which may prove useful to a community in its attempts to provide meaningful treatment to 
certain segments of its addict population. As with any other community service, its effectiveness depends 

on careful planning, efficient management, concerned staff and citizen support. 

When a community decides to offer outpatient methadone treatment as part of its drug abuse 
prevention effort, it confronts problems on several levels. Ideological opposition, cost, and citizen 
responsiveness all figure prominently in the initial decision and may affect subsequent progress and/or 
success Once authorization has been obtained and the go-ahead is given, however, responsible off.cals are 
then faced with what may prove to be an even more complicated question, namely: how do we implement 

this kind of program? 

A. What is Outpatient Methadone Treatment? 

Outpatient methadone treatment is a concept pioneered by Doctors Vincent P. Dole and Marie 

Nyswander and since modified to meet the needs of heroin addicts primarily in urban settings 

Addicts meeting certain eligibility criteria (addressed in Section A.2) are given dall V.« s 0 ,! 
methadone which relieve the "drug craving." Once they are stabilized, cross tolerance, or backing 
develops which prevents the patient from feeling the effects of any heroin which he might inject and 
renders his appearance virtually indistinguishable from that of the non-addict. It is these two effects, then, 

which define methadone's role in the treatment of heroin addiction. 

Because methadone is administered orally and has no debilitating effects when handled appropriately, 
it lends itself to an outpatient setting. Methadone outpatient treatment programs offer two basic services, 
methadone maintenance and methadone detoxification. 

1. History 

Methadone was first developed by the Germans in World War II as a substitute for morphine. Its 
analgesic qualities were recognized in this country shortly thereafter, and ,t was distributed u " der ™ n Y 
tradf names, the best known being Dolophine. In the 1950's, it was used extensively for hero n 
detoxification, and in 1964, Doctors Dole and Nyswander recognized its stabilizing effects 
addicts and began their experimental project at Rockefeller University which led to the now famous 
program at the Morris J. Bernstein Institute of the Beth Israel Medical Center. What occurred at Beth Israel 
is the basis for the outpatient methadone clinic as it is conceived today. 

2. Methadone Maintenance 

According to FDA regulations, methadone maintenance is the treatment classification for all clients 
who receive methadone for more than 21 consecutive days. Therefore, anyone receiving a regular dose of 
methadone at the same dose level, increasing dose levels, or decreasing dose levels for a period lasting more 
than 21 days is to be considered a methadone maintenance client. 
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The following are minimum eligibility criteria for methadone maintenance candidates: 

a. The client volunteers for methadone maintenance; 

b. The client has been dependent on opiates for at least two years; 

c. The client is at least eighteen years old; 

d. The client has not met requirement "c", but is at least 16 years old, has a documented history 
of two or more years' dependence on opiates prior to treatment application, has made two 
documented attempts to detoxify, and has the Federal methadone consent form signed by a 
parent, legal guardian, or responsible adult designated by the State Authority. 

The voluntary nature of methadone maintenance should be continually reenforced with staff so that 
the client does not feel compelled to enter treatment without a strong personal commitment. At the same 
time, staff should be careful to explain fully the implications of treatment. Although this will be discussed 
thoroughly in the intake and orientation sections of this manual, administrators should be aware of the 
importance of this stance from the outset. 

The client opting for the maintenance category should be urged to continue in treatment until his life 
situation has been stabilized for at least six months to a year. Likewise, staff have a responsibility to remind 
the client that he may need methadone maintenance for an indefinite period of time. This information 
should not be presented in a threatening manner; rather, staff should explain that premature 
discontinuation of treatment is often associated with a return to heroin use and the criminal behavior which 
the habit often necessitates. 

Again, early in the treatment process, the client often expresses .feelings of discouragement or 
frustration with the medication routine. At this point, staff will begin receiving requests for immediate 
detoxification; and it is important that such requests should be handled sympathetically but firmly. The 
ramifications of methadone treatment should be reiterated with staff pointing out that while there is no 
"sure" way to tell who is ready for abstinence, past experience has shown that impulsive detoxification 
after a few weeks on methadone is extremely risky. 

3. Methadone Detoxification 

Methadone detoxification is the treatment classification for any client receiving decreasing dosages of 
methadone for a period not exceeding 21 days.(The addict who applies for methadone prescriptions but 
does not meet the requirements for maintenance may be detoxified providing he is over 16 years old and 
has the proper consent forms signed.) 

Anyone who detoxifies from methadone maintenance should be urged to stay in treatment until he is 
detoxified, and after he has achieved abstinence, for a period of approximately three months. During this 
time, urine testing and counseling should continue. If there are signs of renewed drug hunger, evidenced by. 
a client's preoccupation with heroin (often exhibited in extended conversations about his need for the 
drug), or if there are signs of renewed drug use revealed by urine surveillance, staff should explain 
alternative types of treatment available to the client Such options include therapeutic communities, 
inpatient programs, and methadone maintenance programs. Should methadone maintenance be selected' 
staff should reenforce the idea that the client is not a failure because he needs this treatment modality. The 
physician and counselor must play major roles in any such discussion. 

What are the Goals of Outpatient Methadone Treatment? 

For the purposes of this manual, the goals of outpatient methadone treatment are: 

1. Elimination of Illegal Drug Use 

Although not every client receiving metahdone treatment will be able to eliminate drugs Trom his^life, 
one goal of treatment should be the discontinuation of all illegal drugs. Although this definition clearly 
applies to heroin, cocaine, and non-prescribed amphetamines and barbiturates, alcohol should be regarded 


in this category as well. Because the client has not been able to manage mood altering drugs in the past, 
alcohol often poses a particularly difficult problem for him. Although staff may feel hypocritical in advising 
abstention from alcohol, they should be aware of its potential danger for methadone maintenance clients. 
This problem will be more fully discussed in the section on alcohol. 

2. Adoption of Productive and Self-Fulfilling Life Style 

This goal poses the greatest challenge for both client and staff. In order to help staff deal positively 
with this area, development of client self-esteem, employment, and behavioral patterns which conform to 
society's standards should be vigorously pursued as first steps. Once this degree of stability has been 
achieved, counselor and client together can begin work on defining a series of more abstract, long-range 
goals geared to the client's particular needs. 

3. Elimination of Criminal Behavior 

In many ways, of course, this goal is integral to goal number 2. Nevertheless, since criminal activity 
frequently occurs as part of the addict's effort to maintain his heroin habit, it deserves special attention. 
The methadone program bears a responsibility for redirecting the client from criminal behavior. Of course, 
the benefits from this change in life style accrue to the client and the community at large. 

The three goals described here, of course, are general in nature and applicable to all outpatient 
methadone treatment programs. In essence, they represent a consensus drawn from other programs' 
experience to date. 

Administrators should understand that goals are useful to programs both in setting expectations and 
gauging client progress. For this reason, it is crucial to a program's operation that they are clearly 
understood by both staff and the client and that these goals are measurable. 

C. Approach to Treatment 

Historically, methadone maintenance treatment was first based on a medical model. Doctors Dole and 
Nyswander viewed the addict as a person afflicted with a metabolic problem or disease. Simply stated, 
methadone maintenance was the treatment prescribed to relieve the symptoms of this chronic problem. 

In the early stages pf development, the methadone clinic emphasized the physician/client relationship 
and cast the physician in the primary decision-making role. Counseling, at that time, was vie wed as a 
support service not necessarily needed by every client. Basically, medication itself was considered the 
primary treatment, with the understanding of its properties and actions deemed to be of utmost importance 
to staff and the client. In that model, methadone was compared to the use of insulin for diabetics and so 

perceived as a lifesaving treatment. ... x 

As the use of methadone gained popularity, the medical model was modified in various ways, one of 
the most common being a comprehensive model which accepted methadone as a treatment tool which 
could be effectively used in combination with both psychological and sociological counseling. 

Indeed, current FDA regulations and the Federal Funding C riteria have standardized the approach used 
in outpatient methadone maintenance programs by requiring therapy, vocational and educational 
counseling, legal services, and adjunctive medical services. 

For the purposes of this m&nual, a "team" approach will be described. This approach has been selected 
because it is flexible and meets all FDA requirements and Federal Funding Criteria. In the team approach, 
both medical and psychosocial factors are considered elements of addiction; medical and counseling efforts, 
therefore, are viewed as equal components of the program. Most decisions, then, are made jointly, ase on 
input from both. 

In this approach, the counselor serves as the primary therapist and the person to whom Lhe 
client voices his needs. For example, requests for a change in medication doses, transfers to a different 
modality, and referrals for vocational rehabilitation are all made through the counselor. The counselor 
consults with the other members of the team, a joint decision is reached, and the results are then 
communicated back to the client through the counselor. An imporxant aspect of this approach is that it 


2 


3 








makes the client the focal point at all times. It is the client's needs which define the program's scope and in 
many ways, this greatly simplifies decision making. 

The team approach also allows for wide latitude in staff selection, and this may have particular impact 
on programs with limited funds. Because counselors and medical staff work together, paraprofessionals may 
e used extensively in the counselina area since their case management is scrutinized regularly and 
decisions are made jointly. By its very nature, the team approach ensures information exchange and sharinq 
of techniques. In effect, it offers built-in, on-the-job training for all employees. It has another advantage as 
well. It eliminates the professional/paraprofessional split found in many programs by requiring input from 
each team member. Healthy staff morale usually results from this approach. In addition, the client enjoys 
greater flexibility since he can. relate to counselors and/or medical staff. The option to choose is helpful 
because some clients are more comfortable with certain staff. 

In the team approach, program objectives may be brought to the client's attention as soon as there is a 
perceptable relief of medical symptoms (craving for heroin) and improvement of the client's psychological 
and social adjustment. M 
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||. ADMINISTRATOR'S GUIDE TO PLANNING 

Once the responsible local officials have decided that an outpatient methadone clinic is needed, a 
project chief should be designated to head the next planning phase. For the purposes of this manual, this 
individual will be called the administrator. The outline which follows is intended as a guide for the 
administrator in organizing the planning process. 

A. Program Planning Document 

The administrator will find that a planning document jives him a program overview in developing a 
budget, hiring staff, and explaining the program, itself, to interested government and community groups. 
For this reason, it is recommended that such a plan be developed as a first step. 

Many of the elements discussed in this manual can be incorporated into the plan, but the administrator 
must determine for himself such issues as the number of clients who will receive services, the range of 
services that can be provided in-house, and whether the program will be available to the community's 
addicts in general or geared to a specific population. Although the program plan may change for a variety of 
reasons once the program is functioning, it is important that it be well thought out and complete. 1 


B. Fiscal Review 

The administrator should familiarize himself with the anticipated costs involved in the program so that 
the budget is both reasonable and meaningful to him. Administrators should be aware that a cost range 
exists, based on the program size. As of January, 1974, a minimal service clinic (one offering no job 
development or placement, education, client training or administrative services) for 300 clients costs 
approximately $1,300 per client year. A similar clinic treating 100 clients costs about $2,100 per client 
year. The small clinic has a higher cost per patient/year because of higher prices for services (e.g., 
urinalyses). Detailed budgets are attached which clarify and break out costs item by item ($ee Exhibit 4). It 
is useful for administrators to remember, though, that while personnel costs constitute the single largest 
budget item (approximately 80% of the budget), minimum staff requirements are contained in the FDA 
regulations and must be observed (See Exhibit 6 for sample organizational charts). However, while 
flexibility is limited in this area, play can be found in other line items. Usually the amount of flexibility will 
be determined by regional costs for lab fees, rent, etc. 

One major cost that administrators must anticipate is for urinalysis. FDA requires that methadone 
maintenance clients undergo urine testing at least weekly for morphine and monthly for methadone, 
barbiturates, amphetamines, and other drugs if indicated. The Federal Funding Criteria call for urine testing 
on a weekly basis for morphine, methadone, cocaine, codeine, amphetamines, barbiturates, and other drugs, 
as indicated. Most programs will probably find it more efficient to contract out for this service. Labora¬ 
tories used for this purpose must be approved by FDA and the State. Furthermore, if the program should 
cnange iabs, tms too must be approved. Because testing is so costly, administrators should be cautious in 
their choice of laboratories and hold them to the agreed upon contract specifications. 


‘Once an outpatient methadone maintenance program is functioning, a policy manual should be written to formalize all 
clinic operations. The manual is for internal staff use and assigns specific responsibility for both administrative and 
clinical duties. For example, FDA has regulated take-home medication in the broad sense, but it would be wise for the 
clinic to assign responsibility for carrying out this regulation to specific staff members. Counselors and medical staff 
would then understand the clinic’s procedures for extending take-home privileges and could refer to a written document 
to clarify the steps to be followed in this case. Likewise, procedures for handling violence in the clinic, client alcoholism, 
et al., should be recorded in the manual. In addition to clinical issues, policies regarding staff promotions, vacations, sick 
leave, chain of command, etc., should be included. The policy manual should be a product of the weekly staff 
meetings. Essentially, the policy manual is a reference for staff which clarifies the program's daily operations in terms of 
staff roles and responsibilities. 


5 








C. Facility Planning 


1. Site Selection 

Once the administrator understands his budget and has received approval to implement his program, 
the first step is to locate a facility. Client accessibility and proximity to the drug neighborhood should be 
primary considerations. The facility should be convenient to public transportation and, if possible contain 
space for parking. P ast experience has demonstrated that methadone outpatient clinics arouse the least 
community controversy when loca t e d in a commercially zon ed area. Empty s^jpii^iarkets, warehouses, or 
business establishments are good prospects since they can be rapidly and inexpensively' converted into 
functional clinics. If the program is one facility within a large agency, it should be located in a community 

which has no provision for drug treatment (as opposed to being in the same vicinity as another outpatient 
clinic). 

2. Space Needs 

If possible, the major operations of the program should exist on one floor (i.e., medical unit counseling 
offices, and administrator's office) to facilitate smooth client flow and easier management. If necessary 
clerical offices may be located on different levels. 

Adequate footage for 250 clients and 20 staff is approximately 5,000 square feet. 

When designing the clinic's layout, the internal traffic pattern should be kept in mind. An ideal 
arrangement is to locate the counselors' offices close to the entrance so that client activities can be observed 
by them. This helps to prevent the client from receiving medication without keeping appointments with his 
counselor. Sufficient space should be allocated to the counseling component to provide at least one office 
for every two counselors, ensure adequate privacy, and provide a small reception area for the client waiting 
to see his counselor. (Large waiting rooms are unadvisable since they encourage loitering, illegal transac¬ 
tions, etc.) 

The medical unit should be located near the rear of the facility and should be large enough to 
accommodate several desks, a safe, and file cabinets. Medication should be dispensed through a small 
window or Dutch door, with a separate exit available for staff. Since methadone accountability is so 
important, only medical staff should have access to this unit. Discrepancies may then be easily attributed to 
a small group. 

The physician's offfice shouid be separate from the medical unit and accessible through a separate 
entrance so that the client does not have to pass through the medical unit in order to see the doctor. 

A large common room i s necessary for group therapy, treatment team sessions, and statT meetings. It 
should be fairly isolated so that these activities do not intrude on individual counseling sessions or the 
orderly dispensing of medication. 

While separate exits are often required by fire laws, there are both pros and cons involved in their use. 
On the one hand, client flow seems more reasonable if there are separate entrances and exits. On the other 
hand, exits often become entrances, providing clients with an unauthorized means of entering the clinic. 
Where fire laws permit, a one-way extrance/exit should be used. 

Adequate toilets and sinks should be provided for staff and clients keeping in mind the number of 
urine specimens per day and the need for monitored urines. 

Because of differing budgets, time deadlines, and site choices, administrators may be compelled to 
select a facility that cannot provide the kind of space discussed above. But, regardless of the physical 
limitations, administrators can create an atmosphere conducive to professional and dignified treatment. 
Sufficient lighting, the use of bright colors, and, most importantly, reasonable janitoriaf services can make 
the clinic comfortable for both clients and staff. Crowded and dirty facilities generally breed chaos. 
However, when a clinic is well-maintained and orderly, clients respond accordingly; their behavior within 
the clinic reflects the treatment they are given there. 



3. Hours of Operation 

The facility's hours of operation should be geared to clients' needs rather than staff's. This is necessary 
because FDA regulations require that clients attend the clinic a minimum of six times per week during the 
first three months of treatment. Unless hours are reasonable, clients may become frustrated and drop out. 
(Administrators should note that the Federal Funding Criteria require outpatient methadone clinics to 
operate seven days a week.) Consideration should be given to those clients who are employed and conse¬ 
quently must be able to visit the clinic outside of working hours. Clients who are not employed or involved 
in school or training programs should be expected to schedule other activities around clinic hours. 

For the most oart. the traditional 9:00 a.m. to 5:00 p.m. workday regimen is not acceotable for 
outpatient methadone treatment. In clinics with large client populations, tweive-hnur clinic operations may 
prove necessary. This kind of operation requires a very large staff. In most instances, however, an eight hour 
day will suffice as long as there are at least two hours which are not part of the normal working day (e.g., 
noon to 8:00 p.m. or 6:00 a.m. to 2:00 p.m.). Weekend hours usually can be shortened to four hours, 
depending on the number of clients to be served. 

One of the clinic's implicit goals is to instill a sense of responsibility into its clients. One method for 
achieving this end is to impose routine. The clinic, therefore, should set the example by opening and closing 
promptly. Haphazard hours are frustrating for clients and negatively affect the structuring of their daily 
schedule. 

4. Security 

Security is a complex issue for staff, clients, and the community because of the community s fear of 
addicts, the addict s mistrust of the police, etc. 

Before opening the clinic, state authorization and FDA approval of the program's protocol must be 
obtained (See Exhibit 1 for the regulations and steps necessary to gain approval). In addition, the Drug 
Enforcement Administration iucmi must approve the physical setup of tne meaicai unit to ensure that the 
medication is adequately safeguarded (See Exhibit 5). It has also been found helpful to ask local health and 
law enforcement officials to review all Dlans for security. Not only do good suggestions emerge from this 
double review, but it provides an excellent opportunity for the administrator to initiate rapport with these 
agencies. One cautionary note should be interj'ected here. Although it is desirable to have the clinic under 
routine police surveillance during the night, frequent patrols should be discouraged while the clinic is open. 
Police presence will often keep clients away or cause them to distrust the program. 

D. Community Planning 

Community planning is a two-way process and continues as long as the clinic provides treatment. 

The pressures on the administrator are extreme during this period, and it is critical that composure be 
maintained and that each criticism be answered rationally without threats. Because outpatient methadone 
clinics are usually located in commercial areas, opposition often comes from neighboring businesses. A 
tested method for meeting business opposition is to point out the declining crime rates in areas where 
treatment has been made available and to call on such groups as the Board of Trade, Jaycees, Kiwanis, 
Rotarians, et al., for their support in winning over this sector of the community. Although the process is a 
lengthy one, the results can be surprising. Once the reality of the clinic is finally accepted, neighboring 
businesses often donate supplies and equipment and, more significantly, may become a source for jobs. A 
useful stance for the administrator is to solicit cooperation and place the burden for rejection on the 
community. This effectively removes the administrator from the position of alienating anyone. Developing 
a community advisory board may help alleviate some resistance. 

Once the administrator has achieved the neighbors' acceptance, the next step is to let the 
community-at-large know about the clinic's existence. If there is a demand for treatment, clients will come. 
They will hear of it through the "grapevine". But the administrator should not rely on this alone. In the 
beginning stages, the administrator shouid embark on a vigorous campaign directed towards the courts, 
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social services agencies, schools, and churches to establish channels for client referral.-Meetings with judges 
and parole and probation officers involving an explanation of the clinic's goals and objectives and a tour ot 
the proposed facilities serve a dual purpose; they involve these people in the program and lay the ground¬ 
work for referral. 

in the same way, discussions with health and welfare personnel communicate the message of 
methadone treatment to agencies which are, in many cases, already in contact with addicts and which may 
assist the clinic in establishing inroads to those health and welfare services. 

When a clinic is fully functioning, additional steps can be taken to reenforce the networks established 
in the community. Joint counselor training sessions with welfare caseworkers and probation officers can be 
arranged so counselors from each program gain a better understanding of their clients' needs and problems 
from several perspectives. 

School guidance counselors can meet with treatment personnel to share their understanding concerning 
the younger addict. Combined support from both the school and the rehabilitation agency is often very 
helpful in dealing with the adolescent addict. 

A community resource specialist can be designated at the clinic and promoted as the contact person for 
interested outside agencies. 

The purpose of these suggestions is to emphasize the necessity of enlisting community support from 
the outset by involving those individuals who influence community attitudes. Methadone maintenance 
outpatient clinics cannot remain separate from the mainstream of community resources. Rather, they must 
announce their dependence on these services and their willingness to cooperate in the local referral 
network. 

E. Staff 


Staff selection for drug treatment programs is a critical area and requires careful planning and 
recruiting. The planning aspect principally involves thorough and clear descriptions of each position, the 
responsibilities which accompany it, and the design of a meaningful table of organization. In addition, 
recruiting strategies must be developed, qualifications must be considered, training needs must be 
continuously assessed and reassessed, and roles of individual staff units (administrative, medical, and 
counseling) must be defined. These areas are covered in the following discussion. 

1. Staffing Patterns 

The principal considerations in designing a staffing pattern are: 

a. the total number of direct ; in-house services offered; 

b. the number of staff responsible for each of these services; and 

c. the number of individuals directly reporting to the administrator. 

Program components or units are developed in view of these considerations. Usually, the medical and 
counseling units constitute the two major components, and all other services fall under one of these two 
categories. However, if an exceptionally large variety of services are provided in-house, the administrator 
may choose to establish additional units. For example, if a clinic employed three vocational rehabilitation 
specialists, four social workers, and two public assistance aides, the administrator might organize a social 
services unit and designate a supervisor. 

A sample organizational chart and explanation is attached (See Exhibit 6). In the sample chart, a 
counselor/client ratio of 1-30 is illustrated. It is recommended that clinics maintain this ratio where 
possible, although differences may occur depending on the number of stable clients. 

Once the administrator has decided on an organizational structure and staffing pattern, he should 
immediately begin the recruitment process. 



2. Recruitment and Staff Qualifications 

Recruitment efforts should be undertaken with a firm deadline set in advance. Supervisory staff should 
be hired first so that they can then participate in the selection of their subordinates. 

Choosing staff for outpatient methadone programs is not an easy task. The greatest danger for the 
administrator lies in the impulse to hire because of paper qualifications. Although there is no sure-fire 
method for hiring, extensive interviews are very helpful because they give an indication of a person s ability 
to relate well to others. Whenever possible, group interviews should be given to each job candidate in 
addition to private interviews since they often expose qualities which might otherwise go unnoticed. 

Administrators should be aware of problems that recur among professional staff regarding functional 
responsibilities. The professional often brings a superior attitude to his job, based on his educational 
background. This can become particularly troublesome when the professional is asked to work under the 
supervision of, or with, a paraprofessional on a peer level. Necessary clinic duties such as urine surveillance 
may be unacceptable to professional staff members and lead to their refusal to perform them. This situation 
may pose a problem for the administrator and discourage him from hiring professionals. However, these 
reactions can be minimized if the duties and responsibilities of each position are fully explored during the 
interview and the professional/paraprofessional issue is presented and clarified for the potential employee. 
Job candidates often disqualify themselves from future consideration once the personnel policy is 
enunciated. Those accepting the positions are then aware of the full range of their responsibilities (t.e., 
urine surveillance, providing urine specimens). _ 

Hiring medical staff may also pose a problem. Many medical professionals are not accustomed to 
working with non-medical staff. Again, a clear explanation of the job and the philosophy of the program 
is critical if misunderstandings are to be avoided. 

Many programs feel compelled to hire ex-addicts into counselor positions and often accept the first 
street-wise ex-addict interviewed. Unfortunately, programs who have hired ex-addicts impulsively have had 
serious personnel problems as a result. For this reason, the administrator should approach the hiring of an 
ex-addict with the same objectivity as the recruitment of non-addict staff. 

It is helpful to ignore the ex-addict's background in the beginning and focus on the candidate s ability 
to do the job in question. Once over that hurdle, the administrator should ask himself certain ques¬ 
tions. Has the candidate demonstrated responsible behavior in previous volunteer or paid jobs? How 
long has the candidate been drug-free or maintained on methadone? Does there appear to be a problem 
with alcohol? Has the candidate any training in group or individual counseling? If he has been 
institutionalized, does he have a negative attitude about working with professionals? If he is totally 
drug-free (not on methadone), does he have a bias against those who need methadone? Usually, ex-addicts 
are fairly glib and can handle a verbal interview skillfully. However, effective counseling requires good 
record keeping skills, as well, so the administrator should request a written sample progress note and ensure 
that the report is, in fact, written by the candidate. 

Once the decision has been made to employ ex-addicts, the administrator should then meet with the 
ex-addict's supervisor in order to discuss problems encountered in the supervision of ex-addicts. In the 
beginning, the ex-addict employee may be frustrated by the newness of the job experience, and sometimes 
he will return to drug abuse, although the drug may not be heroin. These frustrations may be reflected in 
changes in pattern and/or behavior and the supervisor should be alert to them (e.g.^reporting lat° to work, 
taking days off, etc.). Counseling by the supervisor can be very helpful to the employee at this point; 
however, if no improvement occurs, disciplinary action should be taken just as it would be with any otner 

employee. . . . _ __ . 

The administrator should expect some personnel failures, but this realization should not stop him rrom 
moving ahead in this area. Likewise, the administrator should not be afraid of terminating staff. In an 
outpatient methadone program, good staff are absolutely critical. 

In order to assist administrators in recruitment and hiring, position descriptions pertaining to the 
medical and counseling units are included in Exhibit 7. These specifically detail the responsibilities involved 
in each job as well as their relative position in the clinic. The following is a brief overview of each unit s 
duties to give the administrator some idea of how each functions. Hopefully, this will assist him in 
recruitment and review of candidates' qualifications. 
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a. Medical Unit 


The duties of the medical staff consist of prescribing medication and schedules (doctor), preparing 
and dispensing medication (nurses), preparing a daily "miss list" (nurses) from which the counselor can 
note his clients' attendance, and observing patients for any medically-related problems (entire unit). In the 
latter case, the counselor should be immediately informed. Improved client services, as well as better staff 
morale and understanding, exist if the medical staff carries a reduced caseload. The doctor is available to 
handle any medical problems requiring his attention, and the nurses may be responsible for 
medically-related training of the other staff (side effects of methadone, etc.). The doctor should perform all 
physical examinations, read and initial all physical examination reports from the intake examination, and 
make the appropriate referrals. He is responsible for ensuring that clients' medical needs are periodically 
reviewed and that clients receive adequate medical treatment for any illness. If clients receive any prescrip¬ 
tion medicine (other than methadone), as part of treatment, they must be seen by the physician at least 
once every four weeks. In accordance with the revised FDA regulations, the doctor must review the status 
of all methadone maintenance clients after two years on maintenance treatment and justify whether 
continuance of maintenance treatment is indicated at that time. This decision must be reviewed periodi¬ 
cally. 

b. Counseling Unit 

The counselor should be under the continuous technical and training supervision of the 
supervisory counselor. The latter should recognize counseling weaknesses and correct them as quickly and 
effectively as possible. The administrator and supervisory counselor should evaluate the needs of all 
counselors, whether it be for increased supervision, additional training, or termination of employment The 
supervisory counselor should arrange on-going training for staff performing counseling roles, participate in 
hiring counselors and evaluating those on his staff, document performance deficiencies and notify 
counselors of these deficiencies (verbally and in writing), and monitor the record keeping practices of all 
counselors. It is the supervisory counselor's responsibility to ensure that clients are receiving appropriate 
medical, social, vocational, and other services. Scheduled case conferences should occur frequently between 
the counselor and his supervisor in which caseloads are reviewed. In addition the Federal Funding Criteria 
require that five hours per week of professional mental health consultation per 100 clients be provided in 
order to assist with client management and referrals for psychiatric services. 

3. Training 

Training is an on-going need in outpatient methadone programs and is essential if quality care is to be 

provided. Training may be conceptualized in two ways: a) as fundamental training; and b) as specific skills 
training. ^ 

a. Fundamental Training 

Fundamental training is the key to effective clinic operations. It focuses on how to train the 
employee to fit into an efficient therapeutic setting. Although this may appear unsophisticated, 
administrators should note that technical skill is meaningless without it. Clinics have found that 
fundamental training is best communicated through preliminary job orientation followed up by continuing 
on-the-job training. 

Orientation has a didactic purpose in that it involves the presentation of clear information about 
addict behavior, methadone, and clinic procedures and how each relates to the addicts' needs. Much of this 
can be conveyed through lectures and the'assignment of reading material. However,- this information will 
more likely be remembered and utilized if it is reenforced through role-playing and sample situations. 
Examples of some useful training aids are found in Exhibit 8. 

On-the-job training can be accomplished in several ways, but a useful and cost-effective medium for 
doing so is the weekly case review or treatment team meeting. This occurs within the clinic and should 


involve the entire staff. Simply stated, the case review is a forum for exchanging information on specific 
client cases. What happens d ur ing t his p rocess is that each member learns frorr^ both the successes an 
failures of others. The case review offers an ideal setting to explain new concepts because the case itself 
affords an opportunity to realistically understand them and then apply them. Again, the case review 
demonstrates the proper and improper use of certain techniques and provides the kind of informal 
discussion necessary to ensure that all staff members grasp the point being made. Case review sessions can be 
divided up, as well, so that a specified length of time is available for internal teaching. Here one staff 
member may explore the current literature to gain some new insights into problems or issues confronting 
the clinic; for example, the phenomenon of the methadone maintained client who becomes seriously 
involved with alcohol, or the pregnant methadone client, etc. The designated staff member would be 
responsible for preparing a presentation on the subject and then would lead the entire staff in a discussion. 

At this point, a clear distinction should be drawn between case reviews and staff meetings. Staff 
meetings should focus on administrative matters: hours, staff rotations, pay increases, need for supplies, 
etc. Given the attention required in a well-run case review session, the administrator should probably 
schedule staff meetings and case reviews on separate days. 

Case reviews are very helpful to staff since both medical and behavioral issues are discussed in the 
context of client care. This promotes learning and understanding, and contributes to the cooperative spirit 
which should exist in the clinic. 

Finally, regardless of how effective case reviews may be for training, they cannot replace good daily 
supervision. 

b. Specific Skill Training 

Once the clinic is established and operating smoothly, specific skill weaknesses of staff members 
may be detected or, because of changing client needs, new techniques should be introduced. A number of 
resources may be tapped for this training. 

Often, local communities have mental health skills centers or clinics with access to private 
institutions which teach such subjects as group dynamics, encounter, etc. Clinic administrators might want 
to take advantage of these opportunities for their staffs. Again, conferences or seminars might offer new 
perspectives which would be useful to the clinic so the administrator might want to budget accordingly. 
Other resources available for training are state and federally-funded training conferences and centers. Here, 
again, the administrator may find subjects of value to his staff. 

Outside the drug abuse/mental health area per se, numerous educational resources exist which the 
administrator might want to consider. Courses in effective writing or management techniques are 
possibilities. Although few programs have the financial resources available to pay for them, the 
administrator or supervisor might want to encourage employees to enter on their own, explaining the 
benefits in terms of personal growth and opportunities for promotion. 

F. Recording Requirements for Staff Units 

To ensure accountability, formal reporting requirements should be levied on unit supervisors in line 
with Federal, State, and local requirements. In general, they should include: caseload data and a population 
census; intake and termination data; numbers of dosages distributed, numbers of urines collected and tested 
and a synopsis of results, and numbers and status of outside agency referrals; and methadone accounting 

reports. _ „ . 

Because of the FDA requirements and the CODAP minimum standards, record keeping has emerged as 

a major clinic function. In the past, the need for records has elicited responses ranging from adamant refusal 
to paralysis. But, if the process is viewed objectively, it is possible to set up efficient procedures which do 
not unduly burden staff, yet meet the requirements and, most importantly, contribute to quality care. 

In this manual, recording requirements are described only for those units which are common to all 
outpatient programs: administrative/clerical, medical, and counseling. (See Exhibits 10 and 11 for sample 
records.) 
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In this section, an overview will be provided. In sections dedicated to individual units, the how-to 
aspect will be explained and more detail will be presented regardinq the record's content. 

1. Administrative/Clerical 

The administrative assistant and/or clerical staff have the primary responsibility for the program's 
written correspondence, maintenance of administrative files, and preparation of requisitions and Federal 
a nd St ate reports ( e.g„ F DA annual re port, FDA no tifica tion of rep l acem ent of Program Sponsor or Medical 
Director, CODAP national management forms, etc.). In addition, their involvement in treatment may 
include setting up and maintaining a central records system for the program in which all client records are 
filed. (It is not recommended that staff have progress notes typed and filed for them. Maintenance of a 
central records system entails establishment of separate files for active and inactive clients, assurance that 
all folders have accurate identifyi ng infor mation and meet the confidentiality standards, provision of 
appropriate information to outside requestors, etc. Counselors should assume the responsibility for 
recording and filing all progress notes themselves.) Clerical staff may assist in staff training sessions if 
recording skills are found to be lacking in certain staff members. Additionally, clerical staff may be 
involved in assisting the nurse in preparing various lists and charts for the medical unit as well as assisting 
counselors in the record keeping and management of their clients. 

2. Medical 

Complete and orderly medical records serve both as a log of all medical services extended to clients and 
as useful treatment tools, me nurses ooservarions and interactions with a client will be helpful to the 
physician and the client's counselor in developing a treatment plan. The use of weekly case review meetings 
will encourage an exchange of information between the physician, counselor, and nurse so that the data 
recorded by all mav be as comolete as Dossible. 

The basic medical record for each client in treatment must contain: (See Exhibit 11 for specific 
samples.) 

a. A completed physical examination form 

b. Medical progress notes (which should be utilized by both the nurse and the physician) 
presenting in detail a view of the client's problems, care, and progress. The following areas 
should be covered in the notes: 

1) Initial medical unit contact with the client. This should include the client's name, sex, 
race, length of primary addiction, prior treatment attempts, and present methadone dose. 
If any problems are apparent in the history or by observation, these should also be noted. 

2) Bequests Tor dosage change. Any medical problems encountered as the result of physical 
examinations or client's complaints should be noted by the nurse. An appointment 
should be made for the client with the physician and recorded. 

3) Any physician contact with a client. The reason for the contact, results of examination 
and/or interview, and any plans made must be included. If a client is referred elsewhere 
for any service, the results of this referral should be obtained and recorded. 

4) Observations made by the nurse of a client's behavior and action taken concerning this 
behavior. 

5) Client failure to report on a scheduled medication pickup day. 

6) Any adverse reactions to any medication. Adverse reactions to methadone should be 
documented, followed up, and reported to the FDA on form FD-1639, "Drug Experience 
Report" (See Exhibit 1). 

c. A physician's order sheet, which is a standardized form used for recording all medications or 
treatments prescribed, as well as referrals for treatment. Medical orders may be written only 
by members of the medical staff (nurse or physician in accordance with State law). In an 



emergency situation, only the physician may give telephone or verbal orders. I hese must be 
accepted and recorded by a licensed nurse and must be signed by the physician within 24 
hours. The Physician's Order Sheet should be organized in the following way: 

1. For medication the physician notes correct date, the medication needed, its strength 
directions ror use, amount to be dispensed, and duration, and then signs the order. Fot 
verbal or telephone orders, the nurse follows the above procedures, but signs the order as 
follows: V.O./Dr. M. Welby/C. Ivory, R.N. The clinic nurse should review all orders and 
initial them. 

2. Justification for any change in pickup schedule must be recorded and signed by the 
physician. 

3. A record must be kept of all annual physicals. When they are scheduled, the nurse notes it 
in the progress notes. The physician then records results of the check-up. 

d. A signed "Consent to Methadone Treatment" form (See Exhibit 1). Other forms should be 
placed in the chart as the need arises. 

3. Counseling 

Certain kinds of information should be collected by counselors on persons entering and undergoing 
treatment in methadone maintenance programs. In all cases, this information should be the basis for 
continuing or modifying the treatment plan. For example, when the treatment plan is initially developed 
during the intake process, short- and long-term client goals are described and type and frequency of 
counseling and supportive services are detailed. However, as the client continues in treatment, the validity 
of the original plan is tested and the plan may then be modified based on what the information portrays in 
terms of progress. This information falls into five separate categories and includes: 

a. Counseling and Supportive Services 

b. Medical Services 

c. Chemotherapy 

d. Urinalysis 

e. Client Progress 

Explanations of the meaning of each of these categories follow: 

a. Counseling and Supportive Services 

The data to be recorded under this category generally include: the type of services scheduled (e.g., 
individual or group therapy, educational counseling, vocational rehabilitation referral), the type of services 
actually provided, and the amount of services provided (one-time contact, seven session, etc.). 

b. Medical Services 

These data, considered together, indicate if the medical service is provided in-house or 
out-of-house, give a summary of the client's medical problems identified during the intake physical and the 
follow-up indicated, specify the client's current medical problems, and describe the medication prescribed, 
dosages, directions, and limitations. These may be adequately recorded in the medical records and need not 
be duplicated in the counselor's notes. 

c. Chemotherapy 

These data include medication (he., methadone or antagonists) scheduled and dispensed for each 
day of the month, pick-up method, and medication reactions, if any. Again, this information need not be 
recorded specifically by the counselor. 
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d. Urinalysis 

These data include the date the tests were scheduled, the date the tests were administered (i.e.. 
specimen taken), and the results of the testing. 

e. Clien t Progress 

Client response to treatment should be reviewed at least monthly. That review is to include such 
things as drug problems, employment, behavioral problems, psychiatric/psychological problems, and 
program assignment changes. 

A counselor usually records client information through the use of running progress notes. 
Unfortunately, though, these notes are often haphazard and uneven in quality. The thrust of more efficient 
standards of documentation is to force a more thorough approach to recording client information. The key 
to this is understanding the relationship among those five categories of information mentioned earlier. The 
first four of these categories must be the basis upon which the assessments of client progress are made. This 
means that the kinds of data specified by those first four categories must appear in the client's record and 
must bear a clear and consistent relationship to the judgments of category five. For example, if a client has 
shown four dirty urines during the course of a month, has missed a number of counseling sessions and has 
missed his medication for several days, there should not be an entry stating that the client is being given 
take-home privileges. Rather, the counselor's notes should reflect an appropriate action clearly consistent 
with the client's performance. 

Not only should client progress assessments be made consistent with the recorded data, but the 
rationale for other activities such as referrals should be documented. The treatment plan, itself, is an 
example of this. If that plan includes referrals to vocational rehabilitation services or for legal help, then the 
reasons for including these elements in the plan ought to be clearly spelled out. If this is not done, reasons 
for changing such a plan are going to appear vague or arbitrary. Furthermore, such referrals must be 
followed up by the counselor. There is nothing wrong with a drug counselor keeping closely in touch with a 
vocational rehabilitation counselor to whom the former has referred his client. In fact, this should be 
encouraged and contacts between them should be recorded. 

The following is a list of information that must be included in a counseling record: (See Exhibit 
10 for specific samples.) 

• A record must be made of the initial client-counselor interview. The client's name, age, race, and 
sex should be the first information obtained, followed by the length of primary drug abuse, 
attempts at prior treatment, and reason for seeking treatment at this time. Next, the counselor 
should record the treatment modality to which the client has been assigned and comment on 
the client's understanding of this modality. Finally, the client's problems should be addressed 
(e.g., does he have housing, does he have legal problems, etc?). If problems are discovered which 
necessitate referral to another person or agency, this should be done and recorded. In the event 
of a readmission, some assessment must be recorded regarding the circumstances of prior 
discharge(s), attitude changes, and motivation. All notes must be signed. 

• A treatment plan must be developed as part of the intake process and should be thoroughly 
explained to the client. The plan should include both short- and long-term client goals, the 
assignment of a primary counselor, a description of the type and frequency of counseling 
services to be provided, a description of those additional supportive services required by the 
client, how many days a week medication must be picked up, and the number of "urine" 
specimens which must be given. This plan must be reviewed every 90 days. 

• A note should be written after each meaningful client/counselor contact and should include the 
counselor's observations, problem(s) presented, resolutions proposed, and the approximate 
length of time spent with the client. 

• Copies of referral forms should be included in the client's folder. Specific reasons for referrals 
and information regarding the results of referrals should be obtained and documented. 



« The results of counseling performed by any other person in the clinic should be noted on the 
client's chart, either by the client's counselor or the staff member involved. 

® A client's progress should be reviewed at least monthly and summarized. The treatment plan 
should be reconsidered in view of the progress and either altered or continued. The summary 
must include the client's legal status (both criminal and civil), employment status, current drug 
use including alcohol, and any other current problems and their severity. The monthly summary 
should reflect a composite picture of the client's progress and not merely repeat entries made 
during the month. 

® The date urine specimens are scheduled to be given, are given, and the results must appear in the 
counselor's record. Any change in methadorie dosage and reasons prompting the counselor to 
recommend these changes should be noted. 

• If a client fails to keep a scheduled appointment (e.g., medication pick-up, group counseling, 
individual counseling, referral service appointment, etc.), it must be documented. 

It is suggested that a copy of the intake form be reviewed by the counselor prior to the initial client 
interview. (See Exhibit 14 for sample intake form.) This form provides much of the information required in 
the admission note and eliminates duplicate processinq. 

G. Treatment Regimen 


The following is a detailed description of each phase of the treatment process incorporating all required 
FDA and CODAP standards and the Federal Funding Criteria. Essentially, this section of the manual traces 
the client from entry into treatment until completion or termination. For the purposes of this manual, it 
will be assumed that the outpatient clinic is totally independent and, therefore, will provide its own intake 
and detoxification from methadone. 

1. intake 

Administrators should understand that intake is the client's introduction to the program, and while the 
importance of a thorough procedure cannot be overemphasized, it is equally important to conduct the 
intake process as rapidly as possible so that clients are not discouraged from pursuing treatment. An intake 
process not exceeding three days is optimum. 

Individuals seeking admission to outpatient methadone treatment must be required to present staff 
with adequate identification. This should include name, age, and a picture of the individual. If the applicant 
is subsequently accepted for treatment, this information should be used to contact other treatment pro¬ 
grams in the area to determine whether the individual is in treatment elsewhere. In many areas, the 
existence of a central registry makes tms unnecessary. 

Applicants for treatment should be interviewed to determine eligibility and obtain a social history. 
(Because clients usually have not developed a sense of trust in the staff and program at the time of intake, 
completion of a social history form may not be accomplished until later in treatment. Efforts should be 
made, however, to complete the form as soon as possible since this information may have substantial 
impact on the treatment plan.) In order to be placed on methadone maintenance, the applicant must have 
at least a two-year history of opiate addiction. This can be verified by the applicant's family, arrest records, 
prior treatment records, or by clients in treatment who personally know the applicant. Verfication of the 
applicant's age must be obtained, since FDA regulations require that an indivudal be at least 18 years of age 
to qualify for methadone maintenance treatment. An exception can be made for individuals between the 
ages of 16 and 18 who can document a two-year history of opiate addiction as well as two prior attempts at 
detoxification. In addition, the parent or legal guardian of these applicants (between 16 and 18) must 
complete and sign the FDA "Consent to Methadone Treatment" form (See Exhibit 1). 

Applicants not desiring methadone maintenance but meeting the same criteria may be detoxified. This 
detoxification procedure may not exceed three weeks, and a repeat episode may not be initiated until four 
weeks after completion of the previous detoxification. 
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d. Urinalysis 

These data include the date che tests were scheduled, the date the tests were administered (i.e., 
specimen taken), and the results of the testing, 

e. Client Progress 

Client response to treatment should be reviewed at least monthly. That review is to include such 
things as drug problems, employment, behavioral problems, psychiatric/psychological problems, and 
program assignment changes. 

A counselor usually records client information through the use of running progress notes. 
Unfortunately, though, these notes are often haphazard and uneven in quality. The thrust of more efficient 
standards of documentation is to force a more thorough approach to recording client information. The key 
to this is understanding the relationship among those five categories of information mentioned earlier. The 
first four of these categories must be the basis upon which the assessments of client progress are made. This 
means that the kinds of data specified by those first four categories must appear in the client's record and 
must bear a clear and consistent relationship to the judgments of category five. For example, if a client has 
shown four dirty urines during the course of a month, has missed a number of counseling sessions and has 
missed his medication for several days, there should not be an entry stating that the client is being given 
take-home privileges. Rather, the counselor's notes should reflect an appropriate action clearly consistent 
with the client's performance. 

Not only should client progress assessments be made consistent with the recorded data, but the 
rationale for other activities such as referrals should be documented. The treatment plan', itself, is an 
example of this. If that plan includes referrals to vocational rehabilitation services or for legal help, then the 
reasons for including these elements in the plan ought to be clearly spelled out. If this is not done, reasons 
for changing such a plan are going to appear vague or arbitrary. Furthermore, such referrals must be 
followed up by the counselor. There is nothing wrong with a drug counselor keeping closely in touch with a 
vocational rehabilitation counselor to whom the former has referred his client. In fact, this should be 
encouraged and contacts between them should be recorded. 

The following is a list of information that must be included in a counseling record: (See Exhibit 
10 for specific samples.) 

• A record must be made of the initial client-counselor interview. The client's name, age, race, and 
sex should be the first information obtained, followed by the length of primary drug abuse, 
attempts at prior treatment, and reason for seeking treatment at this time. Next, the counselor 
should record the treatment modality to which the client has been assigned and comment on 
the client's understanding of this modality. Finally, the client's problems should be addressed 
(e.g., does he have housing, does he have legal problems, etc?). If problems are discovered which 
necessitate referral to another person or agency, this should be done and recorded. In the event 
of a readmission, some assessment must be recorded regarding the circumstances of prior 
discharge(s), attitude changes, and motivation. All notes must be signed. 

• A treatment plan must be developed as part of the intake process and should be thoroughly 
explained to the client. The plan should include both short- and long-term client goals, the 
assignment of a primary counselor, a description of the type and frequency of counseling 
services to be provided, a description of those additional supportive services required by the 
client, how many days a week medication must be picked up, and the number of urine” 
specimens which must be given. This plan must be reviewed every 90 days. 

• A note should be written after each meaningful client/counselor contact and should include the 
counselor's observations, problem(s) presented, resolutions proposed, and the approximate 
length of time spent with the client. 

® Copies of referral forms should be included in the client's foider. Specific reasons for referrals 
and information regarding the results of referrals should be obtained and documented. 



® The results of counseling performed by any other person in the clinic should be noted on the 
client's chart, either by the client's counselor or the staff member involved. 

• A client's progress should be reviewed at least monthly and summarized. The treatment plan 
should be reconsidered in view of the progress and either altered or continued. The summary 
must include the client's legal status (both criminal and civil), employment status, current drug 
use including alcohol, and any other current problems and their severity. The monthly summary 
should reflect a composite picture of the client's progress and not merely repeat entries made 
during the month. 

® The date urine specimens are scheduled to be given, are given, and the results must appear in the 
counselor's record. Any change in methadorfe dosage and reasons prompting the counselor to 
recommend these changes should be noted. 

• If a client fails to keep a scheduled appointment (e.g., medication pick-up, group counseling, 
individual counseling, referral service appointment, etc.), it must be documented. 

It is suggested that a copy of the intake form be reviewed by the counselor prior to the initial client 
interview. (See Exhibit 14 for sample intake form.) This form provides much of the information required in 
the admission note and eliminates duplicate processinq. 

G. Treatment Regimen 

The following is a detailed description of each phase of the treatment process incorporating all required 
FDA and CODAP standards and the Federal Funding Criteria. Essentially, this section of the manual traces 
the client from entry into treatment until completion or termination. For the purposes of this manual, it 
will be assumed that the outpatient clinic is totally independent and, therefore, will provide its own intake 
and detoxification from methadone 

1. Intake 

Administrators should understand that intake is the client's introduction to the program, and while the 
importance of a thorough procedure cannot be overemphasized, it is equally important to conduct the 
intake process as rapidly as possible so that clients are not discouraged from pursuing treatment. An intake 
process not exceeding three days is optimum. 

Individuals seeking admission to outpatient methadone treatment must be required to present staff 
with adequate identification. This should include name, age, and a picture of the individual. If the applicant 
is subsequently accepted for treatment, this information should be used to contact other treatment pro¬ 
grams in the area to determine whether the individual is in treatment elsewhere. In many areas, the 
existence of a central registry makes tms unnecessary. 

Applicants for treatment should be interviewed to determine eligibility and obtain a social history. 
(Because clients usually have not developed a sense of trust in the staff and program at the time of intake, 
completion of a social history form may not be accomplished until later in treatment. Efforts should be 
made, however, to complete the form as soon as possible since this information may have substantial 
impact on the treatment plan.) In order to be placed on methadone maintenance, the applicant must have 
at least a two-year history of opiate addiction. This can be verified by the applicant's family, arrest records, 
prior treatment records, or by clients in treatment who personally know the applicant. Verfication of the 
applicant's age must be obtained, since FDA regulations require that an indivudal be at least 18 years of age 
to qualify for methadone maintenance treatment. An exception can be made for individuals between the 
ages of 16 and 18 who can document a two-year history of opiate addiction as well as two prior attempts at 
detoxification. In addition, the parent or legal guardian of these applicants (between 16 and 18) must 
complete and sign the FDA "Consent to Methadone Treatment" form (See Exhibit 1). 

Applicants not desiring methadone maintenance but meeting the same criteria may be detoxified. This 
detoxification procedure may not exceed three weeks, and a repeat episode may not be initiated until four 
weeks after completion of the previous detoxification. 
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After eligibility has been determined via the applicant's social and drug history, a urine specimen 
should be obtained to assist in documenting present opiate use. An in-depth interview with the physician 
will then be scheduled so that the physical symptoms of past and present addiction (e.g., needle marks) can 
be observed and documented and a physical examination completed. Physical signs of withdrawal such as 
runny nose, runny eyes, and pupillary reactions, in conjunction with the urine specimen results, can be used 
to document present dependence on opiates. For individuals to be placed on methadone maintenance, 
symptoms of past dependence such as old needle marks and tracks must be documented. 

There is one exception to the requirement that individuals be presently dependent on opiates to 
qualify for methadone maintenance. This involves the individual who has been released no longer than one 
week from a penal or chronic care institution in which he stayed one month or longer. This individual must 
have a history of at least two years of opiate addiction prior to admission to the institution, and this must 
be documented as for any other methadone candidate. 

After completion of the physical examination, the initial methadone dose will be determined by the 
physician on the basis of the individual's length of addiction, present drug use and present physical 
symptoms. Clients should not receive an initial dose in excess of 40 milligrams. For most clients, doses 
under 40 milligrams will suffice. In those areas of the country where the quality of heroin is poor, doses 
under 20 milligrams may be sufficient. In these cases, clinical judgment should prevail. If the client remains 
under observation and withdrawal symptoms persist, additional 10 milligram doses may be given. 

Prior to dispensing the initial dose, the nature and implications of methadone treatment must be 
explained and the FDA "Consent for Methadone Treatment" form signed. This form should be signed only 
after the staff member explaining the treatment is assured that the applicant comprehends what he has been 
told. A Spanish translation of this form is available from FDA. 

An initial treatment plan will then be developed on the basis of the client's needs, as determined by the 
social history, program guidelines, CODAP standards, and the Federal Funding Criteria. Included in this 
plan should be short- and long-term client goals, the assignment of a primary counselor, the number of days 
per week a client must report for medication, the number of urine specimens that must be given per week, a 
description of the type and frequency of counseling services to be provided, and description of those 
additional supportive services required by the client. The treatment plan should be discussed with the client 
and his agreement obtained. 

(For complete information about intake costs, staffing requirements, and operations, please refer to 
the Centtal Intake Unit Manual available from the National Institute on Drug Abuse.) 

At this point, the intake process, per se, is complete. However, for the purposes of accountability and 
m the interest of smooth program operations, the client should be given some means of identifying himself 
for treatment. In large programs, a combination picture/signature is desirable. For small programs, facsimile 
signatures will serve the same purpose. 

2. Orientation 

The first four to twelve weeks after admission to treatment should be considered an induction phase. 
Within one week after admission, a formal orientation group should be held for all new clients. The purpose 
of this group will be to inform clients of all program policies, to clarify any misconceptions regarding 
treatment, and to answer any questions that clients have raised. Much of this information will have been 
shared during the admission procedure but it needs to be repeated after the anxiety surrounding admission 
has receded. There are certain areas that should be discussed in the orientation session which are specified 
below. 

The goal of most methadone treatment programs is to encourage a change in the client's life style such 
that, ultimately, abstinence is attained: While this is a laudable aim, it may not conform to the goals a client 
sets for himself. Not every client will be interested in employment, job training, additional education, or 
any other vehicle to change life-style and may want nothing more from treatment than sufficient 
methadone to allow them to cease using illegal drugs. He may be interested in some of these services but 
reject others. For this reason, the client should be informed that his goals will be considered in determining 
a treatment plan and in subsequent revisions of that plan. He must be made to understand the program's 
goals, and he should be counseled to eventually adopt these goals as his own. 



Client expectations when entering treatment must also be explored and discussed with him in relation 
to program policies and the treatment plan. If a client plans to use the program to obtain methadone but 
accepts no counseling, then he must be made to understand that this can result in termination from 
treatment. Counselors must explain that the treatment plan is a contract between the client and his coun¬ 
selor which may be renegotiated over time. However, violation of the contract may result in disciplinary 
action or termination. The client who is unaware of this policy may justifiably complain when disciplinary 
action is taken. 

One of the major concerns of the client new to treatment is his medication. He may fear that his dose 
will be insufficient to prevent withdrawal symptoms and he must be reassured that, while the initial dose 
may indeed be insufficient to render him physically comfortable, his dosage will be increased until he is. 
However, it must be emphasized to the client that the methadone dosage will not be increased to a level 
where it will mask symptoms of physical or emotional problems as heroin may have done. 

Some programs do not disclose individual doses to the client. This is in an effort to prevent 
manipulation centered around dosage level. Others, however, feel it is beneficial to the client to know that 
certain elements of trust are established through client-counselor relationships. Regardless of which position 
is assumed, it is imperative that staff, as a group, support that position and understand the principle upon 
which it is based. 

There are side effects of methadone that may cause the client distress. The most common and 
persistant of these is constipation. However, mild laxatives are effective in alleviating the condition if it 
does continue after the client has been stabilized. Another common side effect is a decrease in male libido, 
but this subsides as the client becomes more adjusted to the medication. If problems with decreased sexual 
drive continue, however, a reduction in dose may be indicated. 

Careful and thorough medical histories obtained at intake should support (or disprove) a female client's 
claim of regular menses prior to methadone treatment. It is highly unusual for methadone to cause irregular 
menstruation, and physical complaints along this line often suggest more covert stress situations. 
Counseling and the physician's evaluation of symptoms, therefore, should always precede a dosage 
adjustment. 

3. Induction 

Since methadone dose is a major concern for the client in the induction phase, the client and counselor 
must work closely with the physician and nurses to achieve stabilization as early as possible. Both the 
counselor and nurses usually have more contact with the client than does the physician, and their input 
regarding the need for dosage changes should be available to him. If side effects persist, the physician 
should be available to determine that they are a result of methadone treatment and not a manifestation of 
some physical problem. A client who has been abusing opiates may complain of physical problems after 
admission to methadone treatment which they relate to their methadone dose. Often, these are symptoms 
of existing medical problems which were masked by the opiate abuse. This client should be referred to the 
physician so that a diagnosis can be made and appropriate treatment or referral instituted. It then becomes 
the duty of the counselor and nurses to encourage the client to follow the treatment prescribed. If this 
involves referral to an outside agency, a member of the team must be assigned to contact the agency to 
determine if the client was treated there and the results of that treatment. 

During the admission process, a treatment plan, as discussed earlier, is developed by the counselor. It is 
especially necessary that during the induction phase the client be made aware of his responsibility to adhere 
to this plan. All missed appointments (for medication, counseling, or referral services), must be brought to 
the client's attention as a violation of his contract and cause for possible disciplinary action. If urine results 
demonstrate the continued use of illegal opiates, the counselor should intensify his counseling effort with 
the client to determine if a specific problem or problems is prompting abuse. Experience has demonstrated 
that this is usually the case. In some instances, continued abuse may indicate the need for an increase in the 
client’s methadone dose, but this is rare and should only be responded to when the physician, nurse, and 
counselor jointly agree that an increase in dose is required. In the event that additional counseling and an 
adjustment in methadone dose do not result in cessation of drug abuse, suspension from treatment should 
be considered. 
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Many clients enter a program with acute problems other than their heroin addiction which may 
interfere with treatment. As part of the intake process, clients should be questioned about medical, legal, 
housing, and employment problems. In the event that these are discovered, appropriate steps must be taken 
as part ui tne treatment plan to resolve them (e.g., referral for public assistance if a client does not have 
housing). Additional problems may become apparent after a client enters treatment, i nis is especially true 
of behavioral problems which may not be detected during the intake process, but which mainfest 
themselves as treatment demands are made. The counselor, with input from the rest of the team, must 
determine what approach to use in modifying the problem behavior. This may involve setting firmer limits 
for the client, providing more intensive counseling, or, if the problem is severe, referral to a mental health 
facility. 

4. Progress in Treatment 

The goal of methadone treatment is to encourage changes in life style. Methadone by itself can alleviate 
the need for heroin, but effective counseling is usually necessary if the client is to make any real changes. 
The counselor, in individual sessions with the client, determines the client's needs and abilities and then 
assists him in setting or modifying goals. After goals have been set, the counselor will assist the client in 
achieving them by supporting and encouraging his positive efforts and by making available the services of 
other persons or agencies. These services will be made available as the client demonstrates progress in 
treatment and adherence to the treatment plan. 

Group counseling should also be available, but the client and his counselor should determine if he will 
benefit from participating. This form of therapy provides the client with an opportunity to - discuss 
problems and goals with his peers and to receive feedback from them regarding his progress or ladk of it. 
Since some members of the group will have progressed further in treatment than others, they can often 
provide the newer client with insight into his present behavior. 

(Administrators should be aware that the Federal Funding Criteria recommend that groups range in size 
between 5 and 15 individuals. In addition, the criteria state that a minimum of three hours per client per 
week of counseling shall be available. Not all clients, of course, will need this much but clinics are required 
to provide counseling in this amount, if indicated.) 

Some clients entering treatment discover that removal of opiate abuse has uncovered serious emotional 
problems. These clients usually react to this discovery by requesting additional methadone to achieve the 
tranquillizing effect formerly provided by heroin. In these instances, the case review team must determine 
whether in-house counseling can provide the client with the therapy he needs. In the event it cannot, a 
referral for additional psvchological counseling from another agency should be instituted. Other clients may 
require educational, occupational, lamily, legal, or medical counseling. Again, it must be determined whether 
this can be effectively provided by the program, with appropriate referrals instituted if it cannot. Follow-up 
on the status of all referrals must be done on a regular basis. 

Counselors are obliged to keep records on the progress of each client on their caseload. Documentation 
of the treatment plan, meaningful counselor-client contacts or observations, referrals made and resulting 
follow-up, and urine specimen results provide the counselor with a useful treatment tool. A review of this 
documentation will indicate what progress a client has made and what behavioral patterns he has 
established. Only by utilizing mis information can eneuuve treatment decisions be made (e.g,, if a client 
repeatedly fails to report for scheduled aDDointments, a referral for iob training would not be made). 

All outpatient methadone maintenance clinics should schedule a case review meeting weekly. The case 
review meeting will be attended by the entire staff. Each counselor will discuss selected clients on his 
caseload regarding their progress or lack of it. The strategy for treating clients who are presenting problems 
can be determined with input from the staff. This provides the counselor with assistance in planning for and 
dealing with clients. In addition, it provides a review of counselor performance (e.g., is the counselor aware 
of employment status, urine results, attendance, methadone dose?) 

It is the responsibility of the supervisory counselor and the clinic administrator to ensure that 
appropriate cases are reviewed. Although the counselor may select "problem cases," it is equally as 
important that progress of other clients is reviewed. Evaluation of treatment plans may, likewise, take place 
during this meeting. In some instances, a counselor may deliberately not present a case for review because 
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he has been negligent in carrying out previous recommendations or in executing conditions of the client 
contract. For these reasons, complete notes should be recorded during case review meetings and filed. The 
notes should be reviewed by the administrator and supervisory counselor before each meeting in 
conjunction with the counselors' progress notes for the past week. The administrator and supervisory 
counselor will then come to the meeting equipped with insights into the week's events and know which 
counselors participate or remain uninvolved in sessions. Generally, to ensure participation and uncover 
potential problem areas, the administrator should require a weekly review of all new admissions until a 
treatment plan has been established, a review of all clients receiving detoxification treatment, and a rp«'e»" 
of all clients having special problems or involvements (e.g., & pregnancy, vocational placement, requests for 
take-home privileges). 

In addition, staff meetings should be held on a regular basis. All new information relevant to program 
administration should be shared here. Staff problems, questions, and suggestions will also be dealt with here. 
This is a mechanism to maintain open communication channels and high staff morale. 

Ancillary counseling in outpatient treatment must be available since rehabilitation involves far more 
than methadone dispensing. Clients requiring improved academic skills must have educational counseling 
available to them. This is required by the FDA and the Federal Funding Criteria. Referral capabilities to 
general education programs should exist within the treatment program, as well. Vocational rehabilitation 
counselors should be available at least 20 hours per week to evaluate employment needs, client's abilities, 
etc. and refer the client to prospective employers. It is not necessary for the vocational counselors or 
educational counselors to be employed by the program itself; they may be affiliated with another agency. 
But, if this is the case, there should be a formal written agreement specifying that 20 hours of services will 
be provided. Vocational rehabilitation counselors may also assist the client in becoming involved in training 
programs through city agencies (e.g., Department of Vocational Rehabilitation). The FDA and Federal 
Funding Criteria require that programs have a formal, documented arrangement with a local hospital to 
ensure that clients receive necessary in- or outpatient care. The Federal Funding Criteria require that either 
in-house or referrals for legal services are available and formally documented. Other services which may be 
available on a referral basis include health and welfare liaisons, et al. All referrals should have follow-up 
activities documented in the client's folder. 

Client response to ancillary services should have a direct relationship to program privileges. For 
example, take-home privileges should be extended only to the client who is employed, involvea 
educational or job training programs, or functioning as an active head of household. 

In addition to the minimum requirements set by the Federal regulations and the Federal Funding 
Criteria, client attitudes and total program participation should be evaluated. Candidates for privileges 
should be presented at case review meetings and the issue discussed by the entire team. Similarly, 
revocation of privileges is handled accordingly. 

5. Take-Home Medication 

If, after three months in treatment, the client exhibits satisfactory social adjustment such as steady 
employment, involvement in an education or job training program, or responsible func tion ing as the head 
of household, and is responding to treatment, the clinic may allow him the privilege of take-home 
medication. According to the FDA regulations, this means that the client may receive take-horne three 
times weekly so that he has no more than a two-day take-home supply. After two years of solid progress in 
treatment, the client may receive medication twice weekly. 

Take-home medication must be dispensed in liquid form and given to the client in child-proof packages 
labeled with the program's name, address, and telephone number. Depending on the attitude of local law 
enforcement officials, the clinic might want to prepare a brief explanation of the take-home policy for 
distribution to the police. This can often prevent future misunderstandings, particularly in communities 
sensitive to the problem of methadone diversion. 

Occasionally, clients will become ill and confined to home. In this situation, the clinic may either 
approve extended take-home or may permit authorized staff (licensed practitioner) to deliver medication to 
the invalid. 
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Regardless of the circumstances, though, clients must be made aware of their responsibilities when 
take-home is given and impressed with the fact that it is a privilege and will be revoked immediately if 
irresponsible behavior is demonstrated. 

6. Treatment Termination 

There are two categories of clients who terminate their treatment. The first is comprised of those who 
complete the intake process, but fail to return to the program for treatment. The intake counselor should 
attempt to contact the client, then the client's counselor should report his efforts and results in writing to 
his supervisor. If the client does not appear within a specified time (e.g., 14 days), he will be reported as a 
drop-out upon intake. If he appears after the required time, he must undergo the entire intake process once 
again. 

The second category of treatment termination involves the client whose termination occurs after 
treatment has begun. There are five instances in which this situation might occur: 

a. Transfer 

Transfers may occur between facilities within the same program (intra-agency) or between 
programs which have no administrative relationship to each other (inter-agency). In either event, the client 
should not be transferred because he is seen as a “problem" by the staff. A transfer is definitely not the 
positive way of dealing with the problem. Transfers may be indicated if the client has a change of address or 
job and another center is a more convenient location for him. Some programs have clinics which emphasize 
certain aspects of treatment given the client's need for specific care (e.g., pregnancy, detoxification). The 
client, therefore, in instances of various treatment needs, may be transferred. In some cases, the client is 
leaving town or going on an extended vacation and will require an out-of-town transfer (temporary or 
permanent). Whatever the situation, a transfer should be handled as smoothly as possible so that there is no 
serious interruption in the provision of services to the client. 

The procedure for local transfer should involve the counselor, the medical staff, the administrator, 
and anyone else assigned the responsiblity for delivering program records. After the counselor has received 
the request for transfer from the client (or the indication for transfer is clear from the client's need for 
specific care), the administrator and medical staff must be informed. If they agree with this decision, the 
receiving program is contacted, and a transfer date is confirmed. (This may be a clerical function.) 
Ireatment summaries are recorded in the medical and counseling notes which indicate reason for transfer, 
level of methadone dose, any specific problems—medical or otherwise—and the client's general response to 
treatment. The last date of treatment at the transferring center and the date treatment is expected to begin 
at the receiving center should be included. All records should precede the client to the new center. If 
possible, staff from the receiving center should meet the client prior to his arrival there. 

For the client who desires a transfer to a new program because he is going on vacation or relocating 
to another city, assistance is offered at the national level from Treatment Referral, Information and Placement 
Services (TRIPS-202-466-2310). The procedure includes the same responsibilities as listed above, except 
the TRIPS Office acts as liaison between programs. In instances when a permanent 'transfer is requested, 
l RIPS provides the transferring program with the name, phone number, and contact person at the receiving 
program and encourages personal contact between programs. This minimizes misinterpreted information. In 
the event of a temporary transfer, TRIPS makes all arrangements and provides all necessary information to 
both programs. One week lead time is required in either case. The contact between the program and TRIPS 
should be routinely made by the same individual in an effort to maximize efficiency. This person has been 
identified by the TRIPS Office as an "Authorized Individual" and need not necessarily be a counselor. 

b. Detoxification 

The request for detoxification should be initiated by the client, unless it occurs as a disciplinary 
action. (In that event, staff may make the decision and inform the client of how much longer he can expect 
to be part of the program.) Ordinarily, however, the client and counselor discuss the detoxification process. 



the approximate length of time the process takes, and the alternatives if detoxification is not successful. 
During this preparatory stage, stability indicators (e.g., employment, family relationships, general emotional 
level, etc.) should be of prime consideration. The request is then discussed at the treatment team meeting, 
followed by a discussion with the physician. At each level, a re-evaluation of the client as a "detox" 
candidate occurs. The discussion with the doctor should include the clients, and all the points previously 
made by the counselor should be reenforced. A physical examination may be appropriate at this time. 

The time involved in the detox process may vary since the rate of medication decrease may be greater 
for some individuals than others. If the client has any specific date by which he desires the detox to have 
been completed, this should be considered. He should be advised, however, that the detox schedule is 
flexible, and if he feels that the schedule is too rapid, he should request a slower one. The client should be 
advised that detoxification from methadone may be a lengthy process and that he should be prepared to 
spend from weeks to several months in carrying this out. 

Counseling sessions and contact with all agencies providing ancillary services (e.g., vocational 
rehabilitation) should be increased. Emphasis in the counseling sessions should be on non-drug coping 
mechanisms (e.g., community activities, memberships in clubs, associations, yoga, etc.). The withdrawal 
symptoms of methadone detox, however, should be understood, but not overemphasized, since discussion 
of these symptoms may help produce them. 

Withdrawal symptoms include abdominal cramps, nausea, occasional vomiting, general aches and 
pain, anxiety, and insomnia. Symptoms attributable to withdrawal may last from several days to several 
months. Treatment of withdrawal symptoms is a controversial subject at best. Some physicians prescribe 
tranquillizers and mild hypnotics to alleviate the client's anxiety. Caution should be used, however, since 
the client is extremely vulnerable to drug abuse at this time. Prescriptions should not be given to the client, 
and ancillary medications, if used, should be dispensed only by the medical staff. (Physicians treating a 
client outside the clinic should recommend only non-prescription medication.) Objections are raised to the 
use of ancillary medications by clinic physicians because the client generally has such a high level of anxiety 
and such serious insomnia problems that tranquillizers and hypnotics would have to be prescribed in large 
doses to produce the desired effect. The effectiveness of this therapy has not been proven, however, and 
methadone maintenance clinics are encouraged to utilize strong counseling as their primary tool. 

The only exception to this detoxification procedure occurs when the client reaches the end of his 
second year on maintenance treatment. At that time, the physician must review the client's status, and 
make a clinical judgment whether maintenance treatment should be continued or discontinued. Both the 
decision and the basis for it must be included in the client's medical record. 

c. Completed Medical Treatment 

A client who has successfully completed medical treatment before dropping out should be 
considered in this category. Programs should establish criteria for this category other than completing 
detoxification (e.g., four weeks clean urine), and all clients who have been detoxified should be encouraged 
to stay in treatment for a specified length of time. Progress as an abstinence client can then be monitored. 
During this period, there is a very high risk of relapse to heroin use. Therefore, phone and personal contact 
should be maintained on any client who does not report as scheduled. Participation in group and individual 
counseling should be strongly encouraged. 

d. Voluntary Drop Out 

Drop outs occur most frequently in the beginning of treatment. They are less likely to occur when 
the counselor-client relationship is strong because the client is more likely to feel that someone actually 
cares about him. Drop outs can also be reduced when immediate follow up to missed clinic visits takes 
place. 

The counselor and supervisory counselor should work closely during the first days of treatment to 
create a comfortable atmosphere for the client which will be conducive to fostering a positive attitude 
toward treatment. If drop outs occur, both the counselor and supervisory counselor should attempt to 







determine whether it was due to poor or inadequate counseling. If that was the case increased counselor 
training would be indicated. eased counselor 

Clinics must establish criteria for dropout status (e.g., number of missed appointments over weeks). 
Some clinics distinguish between clients who have dropped out of treatment and must undergo the entire 
readmission process, and those whose medication and other services have been discontinued and must see 
their counselor before services are resumed. Both categories are usually based on a specific length of time 
established by the program and the "discontinuation" usually precedes the "dropout" status designation. 

e. Suspension 

if a counselor determines that a client should be suspended from treatment, the administrator and 
case review team must be informed, and they must approve the proposed action. Alternative suggestions 
should be offered by staff members as to techniques of behavioral change which have not been tried. The 
client should be given at least one month on this trial period. The staff should work with him at this time in 
every possible way. If no improvement is shown and the decision is made that the client is receiving no 
benefit from treatment, it may be in his best interest to be placed on "administrative detoxification", that 
is, involuntary detoxification which is accomplished rapidly but within a defined period of time (e.g., three 
weeks). Administrative detoxification is not a punishment and should only be used as a tool in the client's 
interest when he has continually manipulated the program and ail other methods of changing behavior have 
failed. It is the goal of the clinic to maintain a consistent level of expectation toward which clients should 
strive. Administrative detoxification is one method of reminding them of this. If a client demonstrates a 
new desire to comply with clinic regulations, administrative detoxification can be stopped and the client 
given another chance. This should be done at the joint discretion of the counselor and administrator. Under 
no circumstances should administrative detoxification be initiated without the serious deliberation of the 
team. Administrators should assume the responsibility for completely justifying motives when 
administrative detox is recommended. In addition, situations under which administrative detox would be 
warranted should be clearly stated in the program's policy manual (e.g., violence, threats, use of weapons, 
drug trafficking, etc.). 

There are other circumstances under which treatment may be interrupted, if not terminated. The 
most common of these are hospitalization, illness at home, and arrest. In the case of hospitalization, the 
client should inform his counselor of the impending hospitalization and his attending physician of the fact 
that he will need methadone. After the client has consented in writing for pertinent information to be made 
available to hospital personnel, arrangements can be made for methadone treatment during hospitalization. 
In the event of emergency hospitalization or police arrest, the treatment program may provide information 
to hospital or jail staffs without violating the Federal law, and without the client's consent. Both situations 
are considered medical emergencies. It is helpful for all concerned if the clinic has established procedures 
for emergencies, in advance, and communicated them to neighboring hospitals and the police. 

Illness at home may be handled through take-home medication. This situation is explained in the 
section on Take-Home Medication. 
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III. SUMMARY 

In conclusion, the administrator should remember that this manual offers guidelines and not laws, 
although it is consistent with the FDA regulations and the Federal Funding Criteria. 

Throughout this document there has been an attempt to support the clinic administrator's 
decision-making role. The Federal government, likewise, acknowledges the importance of this stance. For 
this reason, formal procedures are available to administrators to express disagreement or request exceptions 
to the current regulations and criteria. When an administrator believes that it is in the best interests of his 
clients to seek such a change, he should send a written request to the following: 

A. For An Exception to the FDA Regulations 

Methadone Monitoring Staff 
Office of Compliance 
Room 10 B-4 
5600 Fishers Lane 
Rockville, Maryland 20852 

B. For An Exception to the Federal Funding Criteria 
Director 

Division of Community Assistance 
National Institute on Drug Abuse 
11400 Rockville Pike, Room 700 
Rockville, Maryland 20852 
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Title 21—FOOD AND DRUGS 

Chapter 1—Food and Drug Adminis¬ 
tration, Department of Health, Ed¬ 
ucation, and Welfare 

SUBCHAPTER C—DRUGS 

PART 130—NEW DRUGS 

Approved New Drugs Requiring Con¬ 
tinuation of Long-Term Studies, 
Records, and Reports; Listing of 
Methadone With Special Require¬ 
ments for Use 

In the Federal Register of January 7, 
1972 (37 PR. 201), the Commissioner of 
Food and Drugs added a new section, 
§ 130.48 Drugs that are subjects of ap¬ 
proved hew drug applications and that 
require special studies, records, and re¬ 
ports, to Part 130—New Drugs, Subpart 
A—Procedural and Interpretative Regu¬ 
lations. In the Federal Register of April 
6, 1972 (37 F.R. 6940), the Commissioner 
proposed special requirements for use of 
methadone, by adding a new paragraph 
(b) to § 130.48, which would place meth¬ 
adone on the list of drugs subject to 
special studies, records, and reports, pro¬ 
vide for the drug to be considered no 
longer exclusively investigative, estab¬ 
lish special requirements for use of the 
drug, no longer approve its use as an 
antltusslve, and revoke § 130.44 Condi¬ 
tions for investigational use of metha¬ 
done for maintenance programs for nar¬ 
cotic addicts (21 CFR 130.44) upon the 
effective date of § 130.48(b). 

Section 130.44 was promulgated on 
April 2, 1971, In concert with the pro¬ 
mulgation of regulations by the Bureau of 
Narcotics and Dangerous Drugs now 
cited as §5 303.04 and 306.07 under Chap¬ 
ter n of Title 21 of the Code of Federal 
Regulations. Publication of these regu¬ 
lations were each predicated on the in¬ 
vestigational status of methadone in the 
maintenance treatment of narcotic ad¬ 
dicts. Their effect , was to require sub¬ 
mission of an IND application to the 
Food and Drug Administration and sub¬ 
mission of an application for separate 
registration to the Bureau of Narcotics 
and Dangerous Drugs for approval by 
each on the basis of a specific research 
protocol. The regulation of the Bureau 
of Narcotics and Dangerous Drugs re¬ 
quired that approval be based on a con¬ 
current review by the Food and Drug 
Administration for scientific merit and 
by the Bureau of Narcotics and Danger¬ 
ous Drugs for the drug control require¬ 
ments. In the interval, experience with 
the use of methadone in maintenance 
treatment programs has increased; and 
such programs have greatly expanded. 
This expansion has led in some cases to 
a growing problem of abuse and diver¬ 
sion. The promulgation of the revised 
§ 130.44 is designed to set forth medical 
standards In the treatment of narcotic 
addiction in accordance with section 4 
of title 1 of the Comprehensive Drug 
Abuse Prevention and Control Act of 
1970 and to help reduce the likelihood 


of diversion by providing for a closed 
system of methadone distribution. The 
Bureau of Narcotics and Dangerous 
Drugs which has primary responsibility 
for the elimination of the diversion of 
narcotic drugs has been consulted in the 
drafting of these regulations and will 
continue to exercise supervision of meth¬ 
adone programs in this aspect. In ad¬ 
dition. because of the broader acceptance 
of methadone in the treatment of nar¬ 
cotic addiction, legislation has been in¬ 
troduced into the Congress for the pur¬ 
pose of strengthening the authority of 
the Bureau of Narcotics and Dangerous 
Drugs to impose and enforce standards 
relating to the security and diversion of 
narcotic drugs utilized in the treatment 
of narcotic addiction. 

In response to the April 6, 1972, publi¬ 
cation several hundred comments were 
received from known authorities in the 
treatment of drug addiction, concerned 
citizens, members of Congress, munici¬ 
palities and organizations currently 
operating methadone treatment pro¬ 
grams, State and local governmental 
authorities, the medical community 
through the American Medical Associa¬ 
tion, the American Psychiatric Associa¬ 
tion and State and local medical 
societies, the Medical Committee for 
Human Rights, the National Association 
of Social Workers, the American Society 
of Hospital Pharmacists, the American 
Pharmaceutical Association, and phar¬ 
maceutical manufacturers. 

1. Numerous comments stated that 
the proposed regulation represents an 
unwarranted intrusion into medical prac¬ 
tice and the physician-patient relation¬ 
ship by a regulatory agency and would 
severely impede the ability of the serious 
practitioner to treat and rehabilitate the 
addict population. It was suggested that 
flexibility should be allowed in deciding 
what is good medical management of 
patients. These respondents recognized 
the necessity to control diversion and 
abuse but felt that the treatment of 
narcotic dependence is a medical prob¬ 
lem the management of which should 
emanate from the medical profession. 
The Food and Drug Administration 
(FDA) has no intention of interfering 
with legitimate medical practice or the 
exercising of medical judgment in the 
treatment of narcotic addiction. Clinical 
judgment must ultimately determine the 
type and course of treatment for each 
patient. Because of the hazards known 
to exist from diversion and misuse of 
methadone, however, strict control over 
the distribution, administration, and 
dispensing of the drug is necessary to 
assure its safe use. This regulation pro¬ 
vides sufficient latitude within which 
medical judgment may properly be 
exercised. 

2. A number of physicians and phar¬ 
macists expressed concern that the reg¬ 
ulation may limit the availability of the 
drug for antitussive and severe pain uses 
(as in cancer patients) and that this is 
discriminatory. The Commissioner con¬ 
cludes that the closed system of distribu¬ 
tion provided for in the regulation, 
although unique, is necessary to protect 


the public health by minimizing diver¬ 
sion and misuse of methadone. In some 
instances other drugs may have to be 
substituted for the analgesic or detoxi¬ 
fication uses of methadone as well as for 
emergency treatment of withdrawal 
symptoms. In almost all instances in 
which methadone might be the drug of 
choice for its analgesic use this should 
still be possible by utilizing the dispens¬ 
ing services of approved hospital phar¬ 
macies, or in remote areas without hos¬ 
pitals, community pharmacies which 
may be approved by FDA for dispens¬ 
ing methadone on the recommenda¬ 
tion of the State authority and after 
consultation with the Bureau of Nar¬ 
cotics and Dangerous Drugs (BNDD). 
Although the Commissioner recognizes 
the effectiveness of methadone as an 
antitussive, he concludes that there are 
only limited indications for this use be¬ 
cause of the ready availability of other 
effective agents. The benefits derived 
from the drug for antitussive use do not 
outweigh the hazards of diversion and 
abuse which would result from the in¬ 
creased availability if such use were 
allowed. 

3. Some comments also expressed con¬ 
cern that outpatient or ambulatory de¬ 
toxification and emergency treatment for 
heroin withdrawal will not be sufficiently 
widely available. Some persons recom¬ 
mended the authorization of specific 
physicians for the purpose of providing 
ambulatory withdrawal treatment and 
the authorization of community phar¬ 
macies as well as hospitals for adminis¬ 
tering and dispensing methadone. Pri¬ 
vate physicians who wish to use metha¬ 
done for ambulatory detoxification or 
maintenance treatment of addicts can 
do so by obtaining approval for the op¬ 
eration of a methadone treatment pro¬ 
gram or by serving as an approved meth¬ 
adone treatment medication unit for an 
approved program. Community pharma¬ 
cies will also be able to administer and 
dispense methadone either by being an 
integral part of an approved program 
or by serving as a methadone treat¬ 
ment medication unit for an approved 
program. 

4. Several comments noted that no 
provision has been made for the hos¬ 
pitalized narcotic addict who is not en¬ 
rolled In a methadone treatment pro¬ 
gram but requires other general medical 
or surgical care while in the hospital 
and requires treatment with methadone 
while these other conditions are being 
attended. Similarly, if a person enrolled 
in a methadone treatment program is 
hospitalized for other general medical or 
surgical care, the treatment program 
would have to provide the drug supply 
to the hospital under the proposed regu¬ 
lation. The regulation has been revised 
to include temporary treatment of nar¬ 
cotic addicts enrolled in methadone 
treatment programs while hospitalized 
for other medical or surgical conditions. 
Those addicts not enrolled in a metha¬ 
done treatment program who are ad¬ 
mitted to the hospital for other general 
medical or surgical care may be detoxi¬ 
fied with methadone if their condition 
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warrants or, if not, they may be tempo¬ 
rarily treated with methadone during the 
acute phase of their care. 

5. One comment suggested the use of 
hospitals for stocking methadone as an 
emergency, temporary outpatient detoxi¬ 
fication and/or maintenance treatment 
facility when an approved methadone 
treatment program is terminated. This 
comment has merit, and in the event 
that other approved programs are not 
available to the addicts or cannot accom¬ 
modate displaced addicts, consideration 
will be given to using hospitals for the 
purposes of detoxification and/or main¬ 
tenance treatment until such time as the 
patients can be referred to other ap¬ 
proved methadone treatment programs. 

6. One comment called attention to 
the language used in the proposal to de¬ 
scribe the storage requirements for the 
drug and how it differs from the BNDD 
regulations. This comment also noted the 
BNDD regulations require that records 
pertaining to narcotic distribution need 
only be retained for a period of 2 years. 
The Commissioner recognizes that only 
2-year record retention is required under 
the BNDD regulations, but concludes 
that there is a need for additional con¬ 
trol of this drug, as evidenced by its po¬ 
tential for abuse and its demand as a 
substitute for other addictive drugs. 
State laws may require even longer rec¬ 
ord retention. The storage requirements 
under this regulation are identical to the 
BNDD regulations. 

7. A number of comments argued that 
alternative methods of control and dis¬ 
tribution should be considered (e.g.. cen¬ 
trally processed multiple prescription 
blanks and selected pharmacies). For the 
reason expressed In item 2 above the 
comments are rejected except that com¬ 
munity pharmacies may be utilized to 
administer and dispense the drug for 
analgesia in remote areas without hos¬ 
pitals on the recommendation of the 
State authority and approval by FDA 
after consultation with BNDD. 

8 Several comments expressed con¬ 
cern that restricted distribution will in¬ 
vite larger prescriptions resulting in 
poorer control and that such practice 
would be further encouraged by the need¬ 
less recordkeeping requirements placed 
on hospitals which may cause them not 
to apply, thus promoting even more re¬ 
stricted distribution than the regulation 
is designed to provide. The Commissioner 
recognizes these possibilities but con¬ 
cludes that hospitals, as they have in the 
past, will respond to the needs of the 
community by making methadone avail¬ 
able for its legitimate uses. It is further 
concluded that the hospital reporting 
system in the regulation will serve as an 
indicator of inordinate prescribing which 
can be corrected when necessary. 

9. One comment suggested restricting 
the use of other orally effective narcotics 
to prevent them from being used as a 
substitute for methadone. The Commis¬ 
sioner rejects this comment at this time 
since he has no information that such 
drugs are being used for this purpose or 
that these drugs would be substituted. 


10. Several comments urged that the 
regulation provide for minimum qualm- 
cations of program personnel and per¬ 
haps certification of physicians to use 
methadone in treating addicts. Jit was 
also suggested that staffing patterns be 
included in the guidelines. The regula¬ 
tion does provide for the submission of 
information concerning the scientific 
training and experience of professional 
personnel having major responsibility for 
the programs and the rehabilitative ef¬ 
forts which are part of the approval cri¬ 
teria. The regulation has been changed 
to include staffing guidelines. 

11. There was comment that am¬ 
biguity exists regarding the terminology 
used for administering and dispensing 
medication and the ultimate responsibil¬ 
ity for the medication. Some complained 
that program costs will be prohibitive 
unless a variety of "competent agents" of 
the physician, such as pharmacists, 
registered nurses, and licensed practical 
nurses be permitted to administer and 
dispense medication. In an effort to 
clarify these responsibilities, the regula¬ 
tion has been amended to indicate that 
methadone can be administered and dis¬ 
pensed by such "competent agents" 
supervised by and pursuant to the order 
of the practitioner licensed under ap¬ 
propriate State or Federal law to or¬ 
der narcotic drugs. The responsibilities 
of the practitioner have been further 
clarified. 

12. Several comments objected to the 
threat of criminal prosecution of pro¬ 
gram directors and physicians within 
programs which may serve to discourage 
them from assuming program respon¬ 
sibility and may do little to insure com¬ 
pliance. Lack of administrative control 
by physicians and dependence on other 
agencies for funding serve to remove the 
physician or director from policy deci¬ 
sions, yet he is held responsible for any 
deviation from the submitted protocol. 
Although it is recognized that program 
directors and physicians may have 
limited control within the program, their 
ultimate responsibility for the care and 
treatment of patients and to the public 
health cannot be minimized or avoided. 

13. Several comments objected to the 
regulation by describing it as extremely 
discouraging and representing a severely 
exaggerated, punitive and logically in¬ 
correct response to the problem of drug 
diversion. These comments also stated 
that the regulation will only serve to 
divert money away from new services, 
prevent the expansion of existing pro¬ 
grams, further widen the gap between 
government agencies and the practi¬ 
tioner, and perhaps even compound the 
problem of illicit diversion. Some urged 
that implementation be gradual and that 
every effort be made to address the need 
for Federal funds to assure adequate 
service. One comment objected to the 
regulation’s interference with the organi¬ 
zational structure of programs to the 
point of prescribing a mode of treatment. 
It is recognized that problems of treat¬ 
ment are not uniform in different regions 
of the country and that flexibility is 


needed while attempting to maintain 
basic standards of control. The regulation 
has been revised to include a provision for 
specific exemptions or to establish re¬ 
vised standards for programs where they 
can be adequately justified. 

14 Several comments objected to tne 
implication that methadone is itself a 
complete and adequate treatment for 
narcotic addiction in all cases. Any such 
implication which the proposal may have 
conveyed was unintentional, and an at¬ 
tempt has been made to remove such 
implication. __ 

15. ' One comment was critical of FDA a 
response to applications or other sub¬ 
missions in that the agency response is 
too slow to require that no changes be 
made without prior approval. It was sug¬ 
gested that changes be allowed to auto¬ 
matically take effect 10 days after cer¬ 
tified receipt of a submission by FDA 
unless specifically rejected in that time. 
FDA regrets any delay in previous re¬ 
sponses and is aware of the need for 
prompt action in this critical public 
health problem but without specific in¬ 
formation regarding the reported delays 
the agency must reject this proposal. 
The regulation provides for a 60-day ap¬ 
proval or denial period. 

16. Another comment proposed a re¬ 
view board to review actions of the FDA, 
BNDD, or the State authority in denying 
or revoking program approvals. The 
Commissioner concludes that the law re¬ 
quires him to exercise this authority, 
though the final regulation does provide 
for State approval and consultation with 
the BNDD prior to FDA approval. 

17. One comment suggested that the 
FDA develop a list of interested persons 
and to assure that such persons would 
be notified of changes in the FDA regu¬ 
lation. Changes In regulations are ef¬ 
fected by publication in the Federal 
Register and are published for comment 
prior to promulgation. Subscriptions to 
this publication can be purchased for a 
nominal fee. In addition, the FDA will 
notify persons responsible for a program 
(those persons signing the latest amend¬ 
ed applications for approval of a pro¬ 
gram) of any changes in the regulation. 

18. One comment suggested recodify¬ 
ing and rearranging the regulation for 
the purpose of better identification and 
reference. In an effort to obtain greater 
clarity the regulation has been placed in 
§ 130.44 and the substantive require¬ 
ments have been stated separately as 
well as incorporated in the forms. As ex¬ 
perience with the forms and application 
of the regulation accumulates, it may 
become advisable to amend the regula¬ 
tion further for clarity. 

19. Several comments stated that pro¬ 
visions should be made for expediting 
reentry into a program of patients who 
have undergone unsuccessful voluntary 
withdrawal so that they are not sub¬ 
jected to long waiting periods and that 
patients should be informed of the poten¬ 
tial for successful withdrawal. The FDA 
encourages such policies but believes that 
this should be a program decision based 
on the particular circumstances and not 
a legal requirement. 
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20. Several comments suggested that 
the protocol comment on the pregnant 
addict and those patients with serious 
illness. The PDA recognizes that these 
patients may present special problems in 
treatment and should be carefully eval¬ 
uated prior to and during treatment. Ex¬ 
perience has shown that programs have 
effectively dealt with patients of this type 
and that guidelines for every specific 
type of patient would be difficult to de¬ 
velop because treatment is usually indi¬ 
vidualized. It is recommended that cau¬ 
tion be exercised in the treatment of the 
pregnant patient and that the lowest 
possible dosage level be maintained. 

21. A number of comments called at¬ 
tention to the fact that problems of treat¬ 
ment are not uniform throughout the 
country and suggested that exceptions 
be granted where they can be justified. 
This concept has merit and it is felt that 
some degree of flexibility is needed while 
attempting to maintain basic standards 
of control. Therefore, a program may 
request exemptions from specific require¬ 
ments of the regulation or to establish 
revised standards. These exemptions or 
revisions of standards must first be ap¬ 
proved by the State authority and by the 
PDA. The regulation has been revised to 
detail the procedures for granting such 
exemptions. 

22. Several comments were received re¬ 
garding the distribution system estab¬ 
lished by the proposed regulation. Some 
individuals were concerned that the sys¬ 
tem is too limited and will prevent the 
drug from being available in some areas 
or for some special and/or emergency 
situation. It was suggested that, in some 
regions or States, wholesale pharmacy 
outlets be authorized to stock the drug 
for that area and then to transship it to 
approved programs, hospital pharmacies, 
or, in exceptional cases, selected com¬ 
munity pharmacies. It is believed that in 
many instances this would provide 
greater security and expedite shipments. 
The regulation has been revised to in¬ 
clude provisions for such outlets on the 
recommendation of State authorities. 

23. After consideration of available 
data and current investigations, the 
Commissioner concludes that it is inap¬ 
propriate to require manufacturers to 
develop additional data from chronic 
animal toxicity studies. This information 
is being developed through other sources. 
Therefore, § 130.48(b) ( 1 ) (ii) of the pro¬ 
posal has been deleted. 

24. Numerous comments were received 
regarding the concept of a "satellite” 
and whether or not a private practi¬ 
tioner, a community pharmacy, and/or 
hospital pharmacy, could provide this 
kind of service. The term “satellite" was 
regarded as confusing and clarification 
of this term was requested. In addition, 
differentiation was needed between a 
program, individual components of a 
program, a ‘'satellite” unit, and other or¬ 
ganizational units. Because of the con- 
fusion connected with the term “satel¬ 
lite” and the number of objections it 
precipitated, particularly with regard to 
its size, the term has been deleted. In the 
interest of clarity, paragraphs (a) and 
(b) of § 130.44 have been inserted to de- 
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fine the terms used in the application 
forms. 

25. Several persons commented on the 
approval of programs by a State au¬ 
thority. Some contended that the pro¬ 
posed regulations are inconsistent with 
the provisions of. Public Law 92-255 re¬ 
garding the- responsible State authority. 
Others requested clarification of the se¬ 
quence of approval by the various gov¬ 
ernmental authorities and the exact role 
of the State authority. Recourse in the 
event of State disapproval was requested. 
Since the problems of treatment are not 
uniform in different regions, flexibility 
was recommended to decentralize rule 
making and enforcement. This is par¬ 
ticularly a problem in some areas where 
local governmental agencies are charged 
with the responsibility of drug abuse pro¬ 
graming. Finally, some persons suggested 
prior approval of hospital pharmacies by 
the State authority to maintain consis¬ 
tency and to enable the State authorities 
to be informed of methadone distribu¬ 
tion within their States. The FDA agrees 
that State authorities are essential in 
adequately controlling methadone, in as¬ 
suring that the need for a methadone 
program exists within any specified geo¬ 
graphic area, and in establishing criteria 
and guidance for program standards. 
The regulation has been revised to clar¬ 
ify the role of responsible authorities In 
the approval of programs, their com¬ 
ponents, and hospital or community 
pharmacies, and to provide a process 
whereby exemptions may be granted. 

20. A large percentage of the comments 
referred to the proposal’s sections con¬ 
cerning admission criteria, patient selec¬ 
tion, and terminations. These comments 
were directed to: (a) Voluntary partici¬ 
pation, (b) evaluation of addiction, (c) 
exception provisions, (d) age require¬ 
ments, and (e) termination. 

a. Several comments requested clari¬ 
fication of the term "voluntary partici¬ 
pation” as it relates to those cases where 
courts or prisons may in effect require 
participation by providing no other rea¬ 
sonable alternatives. The FDA recog¬ 
nizes that this situation exists and has 
revised the regulation to provide for writ¬ 
ten informed consent of the patient. A 
standardized consent form for metha¬ 
done treatment. Form FD 2635, "Consent 
to Methadone Treatment,” has been 
added to the regulation. 

b. Many of the comments indicated 
that the requirements for determining 
the state of addiction were excessive and 
too inflexible. They argued that determi¬ 
nation of addiction should be based pri¬ 
marily on a careful history, particularly 
to determine a minimal period of heroin 
use. These comments state that with¬ 
drawal symptoms can be mimicked and 
that waiting periods place an unrealistic 
burden upon the applicant and the pro¬ 
gram. FDA agrees that flexibility is 
needed in this regard and the regula¬ 
tion has been revised to Indicate that 
the selection of patients should be based 
on a careful and documented history of 
dependence on heroin or other mor- 
phine-iike drugs beginning 2 years or 
more prior to application for treatment 


and evidence of current physiologic de¬ 
pendence on morphine-like drugs. 

c. Some comments expressed concern 
about the limited exceptions to the re¬ 
quirement for evidence of current phys¬ 
iologic dependence on narcotic drugs. 
These comments favored the initiation 
of methadone treatment for an Individ¬ 
ual who has been detoxified and believes 
he is compelled to start heroin use again 
or an individual with a documented his¬ 
tory of heroin use who has been drug 
free but believes he is compelled to start 
heroin again. The Commissioner con¬ 
cludes that a program should exhaust 
other methods of treatment of these pa¬ 
tients In an effort to deter such patients 
from reinstituting their drug use, and 
that use of methadone automatically 
under these circumstances would not be 
in the best interest of the patient or the 
public health. 

d. A large number of comments ad¬ 
dressed themselves to the use of meth¬ 
adone in the treatment of adolescents. 
Some noted that the age of initial ad¬ 
diction to narcotic drugs has been drop¬ 
ping (at least in the large metropolitan 
areas) and that the longer one waits to 
treat the adolescent addict the more dif¬ 
ficult it would be to change his life style. 
These comments argued that to place 
limitations on treating patients under 18 
would mean that many chronic, compul¬ 
sive heroin users would have to experi¬ 
ence at least a few years of criminal 
activity and arrests if they could not 
avail themselves of the limited non¬ 
drug treatment programs. Others argued 
that the benefits of methadone treat¬ 
ment, despite any possible risks due to Its 
effects on development or the risk of cre¬ 
ating a de novo state of addiction within 
this age group, far outweigh the social 
and medical risks of continued heroin 
use. They argued that special emphasis 
and even priority should be assigned to 
the adolescent heroin user to avoid an 
even greater public health problem In 
"“ e future. These arguments pointed out 
that current non-drug treatment-pro¬ 
grams qannot manage the large numbers 
of adolescent heroin users and that de¬ 
toxification alone has not been success¬ 
ful. The comments either stated or im- 
plied that there must be still a lower-age 
limit for inclusion into methadone treat¬ 
ment programs and many indicated that 
the requirements for acceptance of the 
adolescent heroin user into treatment 
differ from the requirements for the 
adult. A number of suggestions have been 
made: (i) Lower the age limit to 16 and 
provide special requirements for approval 
of those under that age; (11) lower the 
age limit to 16 and permit detoxifica¬ 
tion of those below this age: (iii) state 
conditions for approved treatment of 
those under age 18 and require the sub¬ 
mission of a protocol rather than in¬ 
clusion of these patients: (iv) allow 
treatment of patients under age 18 with 
concurrence of two physicians and/or 
approval by the State or local authority; 

(v) provide only supervised detoxifica¬ 
tion of patients under age 18 along with 
vigorous rehabilitative efforts as the 
therapeutic modality of choice in this 
age group; and (vi) maintain the pres- 
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ent requirements but permit continued 
treatment of patients under 18 who are 
already enrolled in the treatment pro¬ 
gram as of a given date. 

After careful consideration of these 
comments, the Commissioner concludes 
that adolescent patients present unique 
problems of clinical evaluation and treat¬ 
ment which preclude unrestricted use of 
methadone as a modality of treatment. 
Preventing the creation of a de novo 
state of addiction, which is often diffi¬ 
cult to do in patients under age 16, is of 
major concern and furthe? complicates 
treatment. Further study is required to 
determine whether the possible risks of 
special toxicity and negative develop¬ 
mental effects of the drug outweigh the 
benefits which may derive from such un¬ 
restricted treatment in patients under 
age 16. 

In view of the inadequate data con¬ 
cerning methadone treatment and tox¬ 
icity within the adolescent group but the 
limited availability of other modalities of 
treatment, the Commissioner concludes 
that in certain cases treatment of pa¬ 
tients under age 18 is justifiable. 

Patients between 16 and 18 years of age 
who are enrolled and under treatment in 
approved programs on the date of pub¬ 
lication of this regulation may continue 
in maintenance treatment. No new pa¬ 
tients between 16 and 18 years of age 
may be admitted to a maintenance treat¬ 
ment program after the date of publica¬ 
tion of this regulation unless a parent, 
legal guardian, or responsible adult des¬ 
ignated by the State authority completes 
and signs Form FD 2635 "Consent to 
Methadone Treatment”. Methadone 
treatment of new patients between the 
ages of 16 and 18 years may be permitted 
after the date of publication of this regu¬ 
lation only with a documented history of 
two or more successful attempts at de¬ 
toxification and a documented history of 
dependence on heroin or other morphine¬ 
like drugs beginning 2 years or more 
prior to application for treatment. No 
new patient under age 16 may be con¬ 
tinued or started on methadone treat¬ 
ment after the date of publication of 
this regulation but these patients may 
be detoxified and retained in the program 
in a drug free state for followup and 
after care. Patients under age 18 who are 
not placed in maintenance treatment 
may be detoxified. Detoxification may 
not exceed 3 weeks. A repeat episode of 
detoxification may not be initiated until 
4 weeks after the completion of the previ¬ 
ous detoxification. 

e. Several comments were received 
concerning the clinical records which 
indicated a need for clarification of these 
provisions. Some persons interpreted the 
statements to mean that a patient liter¬ 
ally must be terminated (dropped) from 
a program or readmitted rather than 
understanding that this is solely a rec¬ 
ordkeeping requirement. The paragraph 
has been revised to indicate that for 
recordkeeping purposes, if a patient 
misses appointments for 2 weeks without 
notifying the program, the episode of 
care is considered terminated and so 
noted in the clinical record. This does 


not mean that the patient cannot return 
for treatment. If the patient does return 
for treatment and Is accepted into the 
program, this would be considered a re¬ 
admission and so noted in the clinical 
record. This method of recordkeeping in¬ 
sures the easy detection of sporadic at¬ 
tendance and decreases the possibility of 
administering inappropriate doses of 
methadone (e.g., the patient who has re¬ 
ceived no medication for several days or 
more and upon return receives the usual 
stabilization dose). 

27. There were several adverse com¬ 
ments regarding the requirement to par¬ 
ticipate in local, regional, or national 
identification systems. These comments 
express particular concern about the 
confidentiality of .patient records and the 
identification of patients to extra-pro- 
gram authorities for purposes other than 
those related to patient care or the mon¬ 
itoring of programs for maintenance of 
program standards. The FDA is cogni¬ 
zant of the provisions of these statutes 
which provide for the confidentiality of 
records which are maintained in connec¬ 
tion with the treatment of patients and 
has revised the statement to indicate 
that any identification system shall be 
in accord with them. Information that 
would identify a patient in such a sys¬ 
tem shall be kept confidential in com¬ 
pliance with 21 CFR Part 401, section 
408 of Public Law 92-255, and section 
3 of Public Law 91-513. 

28. Several comments were made about 
the recommended dosage schedule for 
treatment and the guidelines for detoxi¬ 
fication which indicate a need for clari¬ 
fication. These comments were critical 
of the rigidity or inappropriateness of 
the recommended dosage. The FDA is of 
the opinion that clinical judgment must 
ultimately determine the actual dosage 
regimen used for each patient. Con¬ 
sequently, with the exception of the 
maximum dosage level and maximum 
take-home dosage for maintenance 
treatment, the paragraphs dealing with 
the dosage are designated as recom¬ 
mended guidelines. 

29. Some of the comments expressed 
concern over the severity of the detoxi¬ 
fication schedule. Particular reference 
was made to daily reductions in dosage 
and the restrictions placed on length of 
detoxification. In view of recent data 
and the above comments, revisions have 
been made in the suggested daily reduc¬ 
tions in dosage, but the Commissioner 
rejects the concept of prolonged detoxi¬ 
fication. If methadone is administered 
for more than 3 weeks, the procedure is 
considered to have progressed from de¬ 
toxification or treatment of acute with¬ 
drawal symptoms to that of/maintenance 
treatment even if the goal is eventual 
total withdrawal. 

30. The greatest number of comments, 
including several thousand petition 
signatures from persons connected with 
treatment programs, objected to the 
more severe requirements concerning the 
frequency of visits and take-home privi¬ 
leges. It was contended that the require¬ 
ments are, for many patients, contra- 
therapeutic and ignore the social progress 


of patients who have been in treatment 
for periods of years. It was urged by 
many that allowance be made for the 
exercise of medical judgment, since strict 
adherence to such requirements could 
produce a large dropout rate followed by 
relapse and might handicap rehabilita¬ 
tion efforts. It was argued that the pres¬ 
ent schedule would bind the patient to 
his treatment center, interfere with jobs 
of addicts or cause loss of employment, 
and place burdens on mentally and 
physically ill patients. Many persons, 
particularly from the larger metropolitan 
areas, complained that this schedule 
would increase the program costs, make 
adequate staffing almost impossible, 
over-burden the physical facilities of a 
program and prevent the expansion of 
services. Some individuals recommended 
a schedule of decreasing frequency of 
visits as a patient continues in the pro¬ 
gram and demonstrates evidence of suc¬ 
cessful rehabilitation (e.g., employment). 

A number of persons suggested an initial 
schedule of five times per week visits 
and several urged no more than once 
weekly visits after successful stabiliza¬ 
tion. 

Since January 1, 1972, the FDA in co¬ 
operation with the National Institute of 
Mental Health (NIMH), has undertaken 
an intensified inspection of all metha¬ 
done treatment programs currently, in 
operation. This inspection program has 
resulted in several corrective actions by 
the FDA to eliminate major program de¬ 
ficiencies. In addition, the agency has 
become aware of increased diversion and 
misuse of methadone which mandates 
strict control over the distribution and 
use of the drug in a manner similar to 
that proposed. For this reason, the Com¬ 
missioner has rejected the comments 
which propose more liberal distribution 
and control. 

Because of the information obtained 
through these inspections and consulta¬ 
tion with the BNDD, the take-home 
privilege provisions have been revised to 
provide the following: The patient ini¬ 
tially will ingest the drug under observa¬ 
tion daily, or at least 6 days a week, for 
the first 3 months. After demonstrating 
satisfactory adherence to the program 
regulations for at least 3 months, and 
showing substantial progress in rehabili¬ 
tation by participating actively in the 
program activities and/or by participa¬ 
tion in educational, vocational, and 
homemaking activities, those patients 
whose employment, education or home¬ 
making responsibilities would be hin¬ 
dered by daily attendance may be per¬ 
mitted to reduce to three times weekly 
the times when they must ingest the drug 
under observation. They shall receive no 
more than a 2-day take-home supply. 
With continuing adherence to the pro¬ 
gram requirements and progressive re¬ 
habilitation for at least 2 years after en¬ 
trance into the program, such patients 
may be permitted twice weekly visits to 
the program for drug ingestion under ob¬ 
servation with a 3-day take-home sup¬ 
ply. Prior to reducing the frequency of 
visits, documentation of the patient's 
progress and the need for reducing the 
frequency of visits shall be recorded. 
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31. There were a substantial number 
of adverse comments received on the sec¬ 
tion of the regulation dealing with urine 
testing. The major objections were on 
economic and clinical grounds. It was 
contended that weekly urine testing is 
too expensive for patients and/or pro¬ 
grams and that the money could be spent 
more effectively in treatment and reha¬ 
bilitation. The proposed schedule and 
procedure for urine testing was suggested 
as too stringent and as interfering with 
the patient-doctor relationship as well 
as interfering with clinical judgment. 
Some comments contended that this re¬ 
quirement is a violation of patient's 
rights and creates a police-like atmos¬ 
phere.. Several persons recommended a 
decreasing frequency of urine testing 
with an ultimate schedule of random 
urine sampling a few times yearly. A few 
persons suggested testing for other drugs 
such as barbiturates, amphetamines, co¬ 
caine, and, once treatment was initiated, 
for methadone. 

For the reasons stated in paragraph 
30 above and in the interest of providing 
accurate urine test results, the Commis¬ 
sioner rejects the comments suggesting 
more lenient scheduling and has also 
made several revisions in the require¬ 
ments. Testing randomly for barbitu¬ 
rates and amphetamines and other drugs 
if indicated at monthly intervals is an 
added requirement based on evidence of 
increased abuse of these substances. In 
addition, provision is made for the use of 
only those laboratories which partici¬ 
pate in and are approved by any profi¬ 
ciency testing program designated by the 
FDA. Any changes made in- laboratories 
used for urine testing shall have prior 
approval of the FDA. 

32. Several persons commented on use 
of particular dosage forms in order to 
prevent diversion and abuse and a re¬ 
quirement for poison prevention pack¬ 
aging. The regulation provides that dos¬ 
age forms used in programs shall be 
formulated in such a way as to reduce 
its potential for parenteral abuse and 
accidental ingestion. Although tablet, 
syrup concentrate, or other formulations 
may be distributed, only a liquid form¬ 
ulation may be administered or dis¬ 
pensed. Regarding poison prevention 
packaging, the FDA has promulgated 
regulations under the Poison Prevention 
Packaging Act of 1970 which require that 
controlled substances be packaged for 
household use in “special packaging” 
which is designed to prevent poisoning in 
children. All methadone dispensed for 
outpatient use shall be in such containers 
as specified in 21 CFR 295.2(a) (4) of the 
regulations, published in the Federal 
Register of April 27, 1972 <37 F.R. 8433). 

33. Some comments contended that 
the closed distribution system estab¬ 
lished in the proposal is outside the legal 
authority of the Food and Drug Admin¬ 
istration. and that the Commissioner 
must retain the drug under exclusively 
investigational controls, approve it for 
unrestricted and uncontrolled distribu¬ 
tion and dispensing, or withdraw it com¬ 
pletely from use. The Commissioner re¬ 
jects this contention. Congress intended 
to provide in the Fedeial Food, Drug, and 


Cosmetic Act sufficient flexibility to as¬ 
sure the safe and effective distribution 
and use of all drugs. Most of the com¬ 
ments recognized the legal validity and 
factual justification for utilizing a con¬ 
trolled system of distribution in the 
unique circumstances posed by metha¬ 
done. Nothing in the law precludes con¬ 
current use of both IND and NDA con¬ 
trols, and comments so stated. Counsel 
for the Food and Drug Administration 
has reviewed the final regulations and 
has provided his opinion that they are 
authorized by the Act. 

34. Questions were raised about the 
procedure for denial or revocation of 
approval of a program or any portion 
thereof. Because the new regulation pro¬ 
vides for approval of methadone as a 
new drug and removes it from what was 
previously exclusively an investigational 
status, new procedures for denial or rev¬ 
ocation of approval are appropriate. The 
final regulations therefore provide that 
denial or revocation of a program or any 
portion thereof will initially be the sub¬ 
ject of an informal conference with the 
Director of the Bureau of Drugs. The 
applicant then has an opportunity to 
appeal an adverse decision to the Com¬ 
missioner who, if he finds that the ap. 
plicant cannot justify approval, will is¬ 
sue a notice of opportunity for a hearing 
with respect to the matter in the same 
manner as for withdrawal of an NDA or 
portion thereof. 

35. For the reasons stated in the 
Federal Register of April 6, 1972 (37 
F.R. 6940), and in this order, the Com¬ 
missioner concludes that there is a lack 
of substantial evidence that methadone 
is safe and effective for detoxification, 
analgesia, or antitussive use under the 
conditions of use that presently exist. 
Therefore, notice is given to the holders 
of the new drug applications for metha¬ 
done that the Commissioner proposes to 
issue an order under section 505(e) of 
the Federal Food, Drug, and Cosmetic 
Act (21 TJ.S.C. 355(e)) withdrawing ap¬ 
proval. of the following new drug appli¬ 
cations and all amendments and supple¬ 
ments thereto: 

1. Methadone (Dolophine) HC1 Tab¬ 
lets, Injectable, Suppository; by Eli Lilly 
& Co., Box 618, Indianapolis, IN 46206 
(NDA 6134). 

2. Methadone HC1 Tablet, Injectable; 
by Hoffmann-LaRoche Inc., Nutley, N.J 
07110. (NDA 6305). 

3. Methadone HC1 Injectable, Tablets, 
Elixir; by Parke, Davis & Co., Joseph 
Campau Avenue, At the River, Detroit 
MI 48232. (NDA 6310). 

4. Methadone HC1 Tablets, Injectable; 
by the Upjohn Co., 7171 Portage Rd„ 
Kalamazoo, MI 49002. (NDA 6311). 

5. Methadone HC1 Ampuls; by S. E. 
Massengill Co., 527 Fifth Street, Bristol 
TN 37620. (NDA 6345). 

6. Methadone HC1 Tablets, Injectable; 
by Wm. S. Merrell Co., Div. Richardson- 
Merrell Inc., 110 E. Amity Road, Cincin¬ 
nati, OH 45215. (NDA 6370). 

7. Methadone HC1 Tablets; by Mal- 
linckrodt Chemical Works, 3600 North 
Second Street, Box 5439, St. Louis, MO 
63160. (NDA 6383). 


8. Methadone (Amidone) HC1 Tablets, 
Elixir, Injectable; by S. F. Durst & Co., 
Inc., 5317 North Third Street, Phila¬ 
delphia, PA 19120. (NDA 6504). 

A notice of oportunity for hearing, 
published elsewhere in this issue of the 
Federal Register, states: 

In acordance with the provisions of sec¬ 
tion 505 of the Act (21 U.S.C. 355), and the 
regulations promulgated thereunder (21 CFR 
Part 130). the Commissioner hereby gives 
the applicants an opportunity for a hearing 
to show why approval of the new drug appli¬ 
cations should not be withdrawn. 

Within 30 days after publication hereof 
in the Federal Register the applicants are 
required to file with the Hearing Clerk, De¬ 
partment of Health. Education, and Welfare, 
Room 6-88, 5600 Fishers Lane. Rockville, 
MD 20852. a written appearance electing 
whether or not to avail themselves of the 
opportunity for a hearing. Failure of an 
applicant to file a written appearance of 
election within said 30 days will constitute 
an election by him not to avail himself of 
the opportunty for a hearing. 

If no applicant elects to avail himself of 
the opportunity for a hearing, the Commis¬ 
sioner without further notice will enter a 
final order withdrawing approval of the 
applications. 

If an applicant elects to avail himself of 
the opportunity for a hearing, he must file, 
within 30 days after publication of this no¬ 
tice in the Federal Register, a written ap¬ 
pearance requesting the hearing, giving the 
reasons, why approval of the new drug appli¬ 
cations should not be withdrawn, together 
with a well-organized and full factual analy¬ 
sis of the data he is prepared to prove In sup¬ 
port of his opposition. A request for a hear- 
ing may not rest upon mere allegations or 
denials, but must set forth specific facts 
showing that a genuine and substantial issue 
of fact requires a hearing (21 CFR 130.14(b)). 

If review of the data submitted by an ap¬ 
plicant warrants the conclusion that there 
exists substantial evidence demonstrating the 
safety and effectiveness of the product under 
existing conditions of use, the Commissioner 
will rescind, this notice of -opportunity for 
hearing. 

If review of the data in the applications 
and data submitted by the applicants in a 
request for a hearing, together with the rea¬ 
soning and factual analysis in a request for 
a hearing, warrants the conclusion that no 
genuine and substantial issue of fact pre¬ 
cludes the withdrawal of approval of the ap¬ 
plications, the Commissioner will enter an 
order of withdrawal making findings and 
conclusions on such data. 

If. upon the request of the new drug appli¬ 
cants, a hearing is justified, the issues will be 
defined, a hearing examiner will be named, 
and he shall issue, as soon as practicable 
after the expiration of such 30 days, a written 
notice of the time and place at which the 
hearing will commence. The hearing contem¬ 
plated by this notice will be open to the pub¬ 
lic except that any portion of the hearing 
that concerns a method or process the Com¬ 
missioner finds entitled to protection as a 
trade secret will not be open to the public, 
unless the respondent specifies otherwise in 
his appearance. 

Requests for a hearing and/or elections not 
to request a hearing may be seen in the Office 
of the Hearing Clerk (address given above) 
during regular business hours, Monday 
through Friday. 

•New drug application holders may submit, 
within 30 days after the date of publication 
of this notice in the Federal Register, a 
supplemental new drug application request¬ 
ing approval for the manufacture and dis¬ 
tribution of methadone pursuant to § § 130.44 
and 130.48(b). Upon submission and approval 
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of any such supplement the Commissioner 
will rescind this notice of opportunity for 
hearing for that applicant. 

The Commissioner concludes that 
§ 130.44 should be revised (see paragraph 
18 of the preamble) and that § 130.48 
should be amended to add a new para¬ 
graph (b) listing methadone as a drug 
subject to new-drug application approval 
and special studies, records and reports 
requirements. Therefore, pursuant to the 
provisions of sections 505 and 701(a), of 
the Federal Food. Drug, and Cosmetic Act 
as amended (21 U.S.C. 355, 371(a)), sec¬ 
tion 303(a) of the Public Health Service 
Act as amended (4^ U.S.C. 242a(a)), and 
section 4 of the Comprehensive Drug 
Abuse Prevention and Control Act of 
1970 (42 U.S.C. 257(a)), and under au¬ 
thority delegated to the Commissioner 
(21 CFR 2.120), Subchapter C of Title 21, 
Code of Federal Regulations; is amended 
as follows: . . , 

1 . section 130.44 is revised to read as 
follows: 

§ 130.44 Conditions for use of metha¬ 
done. 

(a) Definitions. (1) An individual is 
“drug dependent" when his addiction 
reaches a stage where a daily adminis¬ 
tration of heroin or other morphine-like 
drugs is required to avoid the onset of 
signs of withdrawal. 

(2) “Detoxification treatment” using 
methadone is the administering or dis¬ 
pensing of methadone as a substitute 
narcotic drug in decreasing doses to 
reach a drug free state in a period not 
to exceed 21 days in order to withdraw 
an individual who is dependent on heroin 
or other morphine-like drugs from the 
use of these drugs. 

(3) “Maintenance treatment’ using 
methadone is the continued administer¬ 
ing or dispensing of methadone, in con¬ 
junction with provision of appropriate 
social and medical services, at relatively 
stable dosage levels for a period in excess 
of 21 days as an oral substitute for heroin 
or other morphine-like drugs, for an in¬ 
dividual dependent on heroin. An even¬ 
tual drug free state is the treatment goal 
for patients but it is recognized that for 
some patients the drug may be needed 
for long periods of time. 

(4) "State authority” means the State 
authority designated pursuant to section 
409 of Public Law 92-255, the Drug Abuse 
Office and Treatment Act of 1972, or in 
lieu thereof any other State authority 
designated by the Governor for purposes 
of exercising the authority under this 
section. If no State authority is so desig¬ 
nated, the provisions in this section re¬ 
lating to approval by the State authority 
shall be inapplicable with respect to that 
State. 

(b) Organizational structures and ap¬ 
proval requirements. —(1) Methadone 
treatment program .—(1) Defined. A 
methadone treatment program is defined 
as & person or organization furnishing 
a comprehensive range of services using 
methadone for the detoxification and/or 
maintenance treatment of narcotic ad¬ 
dicts, conducting initial evaluation of pa¬ 
tients and providing ongoing treatment 
at a specified location or locations. If 


there is a centralized organizational 
structure, consisting of a primary facility 
and other outpatient facilities, all of 
which conduct initial evaluation of pa¬ 
tients and administer or dispense medi¬ 
cation, both the primary facility and 
each outpatient facility shall be con¬ 
sidered a separate program, even though 
some services may be shared (e.g. the 
same hospital or rehabilitative services). 

(ii) Services. A methadone treatment 
program, in addition to providing medi¬ 
cation and/or evaluation, shall provide, 
as a minimum, counseling, rehabilitative, 
and other social services (e.g. vocational 
and educational guidance, employment 
placement), which will help the patient 
become a well functioning member of 
society. These services should normally 
be made available at the primary out¬ 
patient facility, but the program sponsor 
is permitted to enter into a formal, docu¬ 
mented agreement with private or public 
agencies, organizations or institutions 
for these services if they are available 
elsewhere. Evidence will be required to 
demonstrate that the services are fully 
available and are being utilized. 

(iii) Hospital affiliation. If a program 
is not physically located within a hos¬ 
pital which has agreed to provide any 
needed medical care for drug related 
problems for the program’s patients, 
there shall be a formal, documented 
agreement between the program sponsor 
and a responsible hospital official dem¬ 
onstrating that hospital care, both in¬ 
patient and outpatient, is fully available 
to any patient who may need it for such 
problems. It is suggested that the pro¬ 
gram sponsor enter into an agreement 
with the hospital official to provide gen¬ 
eral medical care for patients. Neither 
the program sponsor nor the hospital are 
required to assume financial responsi¬ 
bility for the patient's medical care, 

(iv) Private practitioners. A private 
practitioner constitutes a separate pro¬ 
gram if he conducts initial evaluation of 
patients, administers and dispenses med¬ 
ication, provides a comprehensive range 
of services, and otherwise meets all of the 
requirements for a program established 
in this section. A private practitioner 
who qualifies and is approved as a pro¬ 
gram is permitted to serve as many pa¬ 
tients as he desires, but will be required 
to meet all the requirements of this reg¬ 
ulation, including staffing requirements, 
unless permission is granted by the Food 
and Drug Administration and the State 
authority for exemption from or revision 
of these requirements. 

(v) Program approval. In order law¬ 
fully to operate a methadone treatment 
program, each separate program, 
whether an out-patient facility or a pri¬ 
vate practitioner, shall submit the ap¬ 
plications specified in this section simul¬ 
taneously to the Food and Drug Admin¬ 
istration and the State authority and 
shall receive the approval of both, except 
as provided for in paragraph (h) (5) of 
this section. Before granting approval the 
Food and Drug Administration will 
first consult with the Bureau of Nar¬ 
cotics and Dangerous Drugs to deter¬ 
mine compliance with Federal controlled 
substances laws. Each physical location 


within any program shall be identified 
and listed in the approval application. 

At the time of application for approval 
the program sponsor shall Indicate 
whether medication will be administered 
or dispensed at the facility. If medication 
is to be administered or-dispensed at a 
location not previously used for this pur¬ 
pose, prior approval from both agencies 
shall be obtained. If a facility in which 
medication is administered or dispensed 
is deleted by a program the Food and 
Drug Administration and the State au¬ 
thority shall be notified within 3 weeks. 
Addition or deletion of facilities which 
provide services other than administer¬ 
ing or dispensing medication is permitted 
with notification within 3 weeks to the 
Food and Drug Administration and the 
State authority. 

(2) Methadone treatment medication 
unit. —<ii Defined. A methadone treat¬ 
ment "medication unit” is a facility, es¬ 
tablished by a program sponsor as part 
of his program, from which licensed pri¬ 
vate practitioners and community phar¬ 
macists are permitted to administer and 
dispense methadone. These medication 
units may also collect urine for urine 
testing for narcotic drugs. Any such 
facility shall be geographically dispersed 
from the primary facility and other med¬ 
ication units that have been established. 
The enrollment in a medication unit shall 
be of reasonable size in relation to the 
space available for treatment and the 
size of the staff at the facility, and may 
not exceed 30 patients. 

(ii) Referral. The patient shall be sta¬ 
bilized at his optimal dosage level before 
he may be referred to a medication unit. 
Since the medication unit will not pro¬ 
vide a range of services, the program 
sponsor shall determine that the patient 
to be referred Is not in need of frequent 
counseling, rehabilitative, and other 
services which are only available at the 
primary program facility. A patient may 
not be referred to a medication unit be¬ 
fore he has demonstrated progress to¬ 
wards rehabilitation. The nature of this 
progress shall be entered in the patient’s 
record. 

(iii) Responsibility for patient. After 
a patient is referred to a medication unit, 
the program sponsor retains continuing 
responsibility for the patient’s care. The 
program sponsor is responsible for as¬ 
suring that the patient reports weekly for 
urinalysis at either the primary facility 
or the medication unit and receives 
needed medical and social services at 
least monthly at the primary facility. 

(iv) Services. Medication units are 
limited to the administering or dispens¬ 
ing of medication and the collection of 
urine for urine testing, following the pro¬ 
cedures outlined in paragraph (d) (6) (ii) 
of this section. If a private practitioner 
wishes to provide other services in addi¬ 
tion to administering or dispensing 
medication and collecting urine samples, 
he shall be considered a program and 
shall be required to submit- an applica¬ 
tion for separate approval. 

(y) Medication unit approval. In or¬ 
der lawfully to operate a medication unit, 
the program shall obtain approval lor 
each separate unit from both the Food 
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and Drug Administration and the State defined by section 102(20) of the Con- (5) State and Federal approval of 
authority, except as provided for in para- trolled Substances Act (21 U.S.C. 802 treatment programs. Treatment pro¬ 
graph (h) (5) of this section. Approval (20)) licensed to practice by the State in grams using methadone shall have been 
will be based on the distribution of these which the program is to be established, reviewed by the State authority and 
units within a particular geographic (2) Assent to regulation. A person must conform to all State requirements 
area. Any new medication unit shall re- who sponsors a methadone treatment for conducting a methadone treatment 
ceive such approval before commencing program, and any person responsible for program. The Food and Drug Adminis- 
operation. a particular program, shall agree to ad- tration must have received notification 

(vi) Revocation of approval. If the here to all the rules, directives, and pro- of the program’s approval by the State 
primary program’s approval is revoked cedures, set forth in this regulation, and agency. Only after the State authority 
by the Food and Drug Administration any regulation regarding the use of has given its approval will the Food and 
the approval for the medication unit is methadone which may be promulgated Drug Administration grant approval to 
automatically revoked. If a particular in the future. The program sponsor, and a program. The Food and Drug Ad- 
medication unit’s approval is revoked, the person responsible for a particular pro- ministration will also revoke approval 
approval of the primary program will gram, shall agree to assume responsibil- when recommended by the State au- 
remain in effect unless it is also revoked, ity for any practitioners, employees, thority. If State approval of a pro- 

(vii) Methadone supply. The medica- agents, or other individuals providing gram is denied or revoked the pro- 

tion unit will receive its supply of the services, who work in their programs at gram shall have a right of appeal to the 
drug directly from the stocks of the the primary facility or at other facilities Commissioner, as provided for in para¬ 
primary facility. Only persons permitted or medication units. The responsible per- graph (h)(5) of this section. Prior to 
to administer or dispense the drug or sons shall agree to inform these people granting or withholding approval, the 
security personnel licensed or otherwise of the provisions of this regulation and Food and Drug Administration will'con- 
authorized by State law may deliver the to monitor their activities to assure com- suit with the Bureau of Narcotics and 
drug to a medication unit. pliance with the provisions. The Food Dangerous Drugs to determine the appli- 

(3) Organizational structure; central and Drug Administration and the State cant’s compliance with Federal controlled 

administration, (i) The program sponsor authority shall be notified within 3 substances laws. No shipment of metha- 
shall submit to the Food and Drug Ad- weeks of any replacement of the program done may lawfully be made to any pro- 

ministration and the State authority a sponsor or medical director. Activities gram which has not received approval 

description of the organizational struc- in violation of this regulation may give from the Food and Drug Administration, 
ture of the program applying for ap- rise to the sanctions set forth in para- The program sponsor will receive noti- 
proval, listing the name of the person graph (i) of this section. fication of approval or denial or a re- 

responsible for the particular program, (3) Facilities. To obtain program ap- quest for additional information, when 
the address, and the responsibilities of proval, the applicant shall demonstrate necessary, within 60 days after receipt of 
each facility or medication unit. The that he will have access to adequate phys- the application by the Food and Drug 
sources of funding for each program shall ical facilities to provide all necessary Administration. 

be listed and the name and address of services. The physical facilities should be (d) Requirements tor operation of 
each governmental agency providing sufficiently spacious and well maintained methadone treatment program. _(1) De¬ 
funding shall be stated. to provide appropriate conditions for scription of facilities. A program shall 

(ii) Where two or more programs conducting individual and/or group have ready access to a comprehensive 

share a central administration (e.g„ a counseling. range of medical and rehabilitative serv- 

city or state-wide organization), the per- (4) Submission of proper applications, ices. The name, address, and descrip- 
son responsible for the organization (Ad- The following applications shall be filed tion of each hospital, institution, clinical 
minlstrator) shall be listed as program simultaneously with both the Food and laboratory, or other facility available to 
sponsor for each separate program par- Drug Administration and the State provide the necessary services shall be 
ttclpating. An individual program shall authority. given to the Food and Drug Adminis- 

indicate its participation in the central (i) Form FD 2632 “Application for tration and the State authority. This list- 
organization at the time of its applica- Approval of Use of Methadone in a ing shall include the name and address 
tion. The Administrator is permitted to Treatment Program.” This form, set of each medication unit, 
fulfill all recordkeeping and reporting re- forth in paragraph (k)(l) of this sec- (2) Approximate number of patients 
quirements for these programs, but it is tion, shall be completed and signed by to be treated. The program sponsor shall 
emphasized that the programs will con- the program sponsor and submitted in submit to the Food and Drug Adminis- 

tinue to receive separate approval. triplicate to the Food and Drug Admin- tration and the State authority an ap- 

(iil) One individual is permitted to as- istration and the State authority. proximation of the number of patients 

sume primary medical responsibility for (ii) Form FD 2633 "Medical Respon- who will be treated, based on past history, 
more than one program and be listed as sibility Statement for Use of Methadone addict population in the area, treatment 
medical director. If an individual assumes in a Treatment Program.” This form, set capacity, or other relevant information, 
medical responsibility for more than one forth in paragraph (k) (2) of this section, (3) Minimum admission standards.— 
program, the feasibility of such an ar- shall be completed and signed by each (i) Voluntary participation; consent 
rangement shall be documented and licensed physician authorized to admin- form. Each patient shall be fully in- 

attached to the application. ister or dispense methadone and sub- formed concerning the possible risk as- 

(4) Prohibition against unapproved mitted in triplicate to the Food and sociated with the use of methadone. 

use of methadone. No individual, practi- Drug Administration and the State au- Participation in any program shall be 
tioner, organization, or legal entity, may thority. The names of any other persons voluntary. The person responsible for the 
prescribe, administer, or dispense metha- licensed by law to administer or dispense program shall insure that all the rele- 
done without prior approval by the Food 'narcotic drugs working in the program vant facts concerning the use of metha- 
and Drug Administration and the State shall be listed, even if they are not at done are clearly and adequately explained 
authority, except as provided for in para- present responsible for administering or to the patient and that all patients (in¬ 
graph (h) (5) of this section, unless dispensing the drug. eluding those under age 18) sign with 

specifically exempted by this section. (iii) Form FD 2634 "Annual Report full knowledge and understanding of 

(c) Conditions for approval of the use for Treatment Program Using Metha- its contents, the first part of Form FD 
of methadone in a treatment program .— done.” This form, set forth in paragraph 2635 “Consent for Methadone Treat- 
(1) Applicants. An individual listed as (k)(3) of this section, shall be completed ment" set forth in paragraph (k)(4) of 
program sponsor for a treatment pro- and signed by the program sponsor for this section and the parents or guardians 
grain using methadone need not person- every program over which he has respon- of patients under age 18 sign the second 
ally be a licensed practitioner but shall sibility for each calendar year of opera- part of that form, 
employ a licensed physician for the posi- tion. It shall be submitted in triplicate to (ii) Physiologic addiction standards; 
tion of medical director. Persons respon- the Food and Drug Administration and records. The mere use of a narcotic drug, 
sible for administering or dispensing the State authority on or before Janu- even if periodic or intermittent, cannot 
the medication shall be practitioners as ary 30 of each year. be equated with narcotic addiction. Care 
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shall be exercised in the selection of pa¬ 
tients to prevent the possibility of ad¬ 
mitting a person who was not first de¬ 
pendent upon heroin or other morphine¬ 
like drugs at least 2 years prior to 
admission to maintenance treatment. 
This drug history and evidence of cur¬ 
rent physiologic dependence on mor¬ 
phine-like drugs shall be documented. 
Evidence of physical dependence should 
be obtained by noting early signs of with¬ 
drawal (lacrimation, rhinorrhea, pupil¬ 
lary dilation, and piloerection) during 
the initial period of abstinence. With¬ 
drawal signs may be observed during an 
initial period of hospitalization or while 
the individual is an outpatient under¬ 
going diagnostic evaluation (e.g., med¬ 
ical and personal history, physical exami¬ 
nation, and laboratory, studies). Loss of 
appetite and increased body tempera¬ 
ture, pulse rate, blood pressure, and res¬ 
piratory rate are also signs of with¬ 
drawal, but their detection may require 
inpatient observation. It is unlikely that 
an individual would be currently depend¬ 
ent on narcotic drugs without having a 
positive urine test for one or more of 
these drugs. Additional evidence can be 
obtained by noting the presence of old 
and fresh needle marks, and by obtain¬ 
ing additional history from relatives and 
friends. 

(iii) Exceptions to physiologic addic¬ 
tion standards; justification. An excep¬ 
tion to the requirement for evidence of 
current physiologic dependence on nar¬ 
cotic drugs will be allowed only under 
exceptional circumstances. For example, 
maintenance treatment may be indicated 
prior to or within 1 week of release from 
a stay of 1 month or longer in a penal or 
chronic care institution, if an individual 
has a predetention history of dependence 
upon heroin or other morphine-like 
drugs at least 2 years prior to admission 
to the institution. Justification for any 
such exception shall be noted in the pa¬ 
tient’s record. 

(iv) Special limitations; treatment of 
patients under age IS. (a) The safety and 
effectiveness of methadone when used in 
the treatment of adolescents has not been 
proven by adequate clinical study. Spe¬ 
cial procedures are therefore necessary to 
assure that patients under age 16 will not 
be admitted to a program and that pa¬ 
tients between 16 and 18 years of age be 
admitted to maintenance treatment only 
under limited conditions. 

(b) Patients between 16 and 18 years 
of age who are enrolled and under treat¬ 
ment in approved programs on the date 
of publication of this regulation may con¬ 
tinue in maintenance treatment. No new 
patients between 16 and 18 years of age 
may be admitted to a maintenance treat¬ 
ment program after the date of publica¬ 
tion of this regulation unless a parent, 
legal guardian, or responsible adult des¬ 
ignated by the State authority completes 
and signs Form FD 2635 “Consent to 
Methadone Treatment,” set forth in 
paragraph (k) (4) of this section. Metha¬ 
done treatment of new patients between 
the ages of 16 and 18 years will be per¬ 
mitted after December 15, 1972, only 
with a documented history of two or 
more unsuccessful attempts at detoxifi¬ 


cation and a documented history of de¬ 
pendence on heroin or other morphine¬ 
like drugs beginning 2 years or more prior 
to application for treatment. No patient 
under age 16 may be continued or started 
on methadone treatment after Decem¬ 
ber 15, 1972, but these patients may be 
detoxified and retained in the program 
in a drug free state for follow-up and 
after care. 

(c) Patients under age 18 who are not 
placed in maintenance treatment may be 
detoxified. Detoxification may not exceed 
3 weeks. A repeat episode of detoxifica¬ 
tion may not be initiated until 4 weeks 
after the completion of the previous 
detoxification. 

(v) Denial of admission. If in the pro¬ 
fessional Judgment of the medical direc¬ 
tor a particular patient would not benefit 
from methadone treatment, he may be 
refused such treatment even if he meets 
the admission standards. 

(vi) Patient evaluation; admission rec¬ 
ord. An admission evaluation and record 
shall be made and maintained for each 
patient upon admission to the program. 
This evaluation and record shall consist 
of a personal history, a medical history, 
a physical examination, and any labora¬ 
tory or other special examinations indi¬ 
cated in the judgment of the attending 
physician. It is recommended that a 
complete blood count, liver function 
tests, and a serologic test for lues be 
part of the admission evaluation. 

(a) Personal history. A personal his¬ 
tory record will be completed for each 
patient accepted for admission and will 
include at least age, sex, educational 
level, employment history, criminal his¬ 
tory, past history of drug abuse of all 
types and prior treatment for drug abuse. 

(b) Medical history. A thorough med¬ 
ical history record will be completed for 
each patient accepted for admission. 

(c) Physical examination. The findings 
of a comprehensive physical examina¬ 
tion will be recorded. 

(4) Staffing requirements. As a mini¬ 
mum standard for the staffing of a treat¬ 
ment program there shall be the equiva¬ 
lent of one full-time physician licensed 
by and registered by State or Federal law 
to order, dispense, and administer meth¬ 
adone, two nurses (registered nurse or 
licensed practical nurse), and four coun¬ 
selors, for every 300 patients receiving 
maintenance treatment. The staffing 
pattern may be varied to fit the opera¬ 
tional pattern and population character¬ 
istics of the program, but there shall 
always be at least one medical or osteo¬ 
pathic physician available for initial 
medical evaluation and follow-up care 
and to supervise the patient medication 
schedules for each 300 patients. This 
staffing pattern is not the recommended 
pattern, but the minimum staffing pat- 
ern acceptable. 

(5) Aeess to a range of services. A 
treatment program shall provide a com¬ 
prehensive range of medical and rehabil¬ 
itative services to its patients. These 
services normally should be provided at 
the primary facility, but the program 
sponsor may enter into formally docu¬ 
mented agreements with other public or 
private agencies, institutions, or orga¬ 


nizations to render these services. Such 
facilities must be located so as to provide 
ease of access to the patient. Any service 
not furnished at the primary facility 
shall be listed, and the agreements to 
furnish those services shall be docu¬ 
mented, when application for approval is 
submitted to the Food and Drug Admin¬ 
istration and the State authority. Modifi¬ 
cation of the services shall be submitted 
in triplicate to the Food and Drug Ad¬ 
ministration as services are added or 
deleted. 

(6) Minimum procedures for ongoing 
care , —(i) Dosage and administration re¬ 
quirements—(a) Form; packaging. The 
methadone shall be administered or dis¬ 
pensed in oral form only when used in 
a treatment program. Hospitalized pa¬ 
tients under care for a medical or surgical 
condition are permitted to receive 
methadone in parenteral form. When in 
the attending physican’s professional 
judgment it is deemed advisable. Al¬ 
though tablet, syrup concentrate, or 
other formulations are permitted to be 
distributed to the program, all oral med¬ 
ication shall be administered or dis¬ 
pensed in a liquid formulation. The dos¬ 
age will be formulated in such a way as 
to reduce its potential for parenteral 
abuse and accidental ingestion and pack¬ 
aged for outpatient use in special pack¬ 
aging as required by § 295.2 of this chap¬ 
ter. Any take-out medication shall be 
labeled with the treatment center’s name, 
address and telephone number. Excep¬ 
tions may be granted when any of the 
provisions of this subsection are in con¬ 
flict with State law with regard to the 
administering or dispensing of drugs. 

lb) Detoxification treatment. In de¬ 
toxification the patient may be placed on 
a substitutive methadone administration 
schedule when there are significant 
symptoms of withdrawal. The dosage 
schedules indicated below are recom¬ 
mended but could be varied depending 
upon clinical judgment. Initially, a single 
oral dose of 15-20 milligrams of metha¬ 
done will often be sufficient to suppress 
withdrawal symptoms. Additional meth¬ 
adone may be provided if withdrawal 
symptoms are not suppressed or when¬ 
ever symptoms reappear. When patients 
are physically dependent on high doses 
of methadone, it may be necessary to ex¬ 
ceed these levels. Forty milligrams per 
day in single or divided doses will usually 
constitute an adequate stabilizing dose 
level. Stabilization can be continued 2 
to 3 days and then the amount of meth¬ 
adone will normally be gradually de¬ 
creased. The rate at which methadone is 
decreased will be determined separately 
for each patient. The dose of methadone 
can be decreased on a daily basis or in 
2-day intervals, but the amount of intake 
shall always be sufficient to keep with¬ 
drawal symptoms at a tolerable level. In 
hospitalized patients a daily reduction of 
20 percent of the total daily dose usually 
will be tolerated and will cause little dis¬ 
comfort. In ambulatory patients, a some¬ 
what slower schedule may be needed. If 
methadone is administered for more than 
3 weeks, the procedure is considered to 
have progressed from detoxification or 
treatment of the acute withdrawal syn 
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drome to maintenance treatment, even 
though the goal and intent may be even¬ 
tual total withdrawal, 

(c) Maintenance treatment; special 
considerations for a pregnant patient. 

(1) In maintenance treatment the initial 
dosage of methadone should control the 
abstinence symptoms that follow with¬ 
drawal of narcotic drugs, but should not 
be so great as to cause sedation, respira¬ 
tory depression, or other effects of acute 
intoxication. It is important that the ini¬ 
tial dosage be adjusted on an individual 
basis to the narcotic tolerance of the 
new patient. If such a patient has been a 
heavy user of heroin up to the day of ad¬ 
mission, he may be given 20 milligrams 
4 to 8 hours later, or 40 milligrams in 
a single oral dose. If he enters treatment 
with little or no narcotic tolerance (e.g. 
if he has recently been released from 
jail or other confinement), the initial 
dosage may be one-half these quantities. 
When there is any doubt, the smaller 
dose should be used initially. The pa¬ 
tient should then be kept under obser¬ 
vation, and, if symptoms of abstinence 
are distressing, additional 10 milligram 
doses may be administered as needed. 
Subsequently, the dosage should be ad¬ 
justed individually, as tolerated and re¬ 
quired, up to a level of 120 milligrams 
daily. For daily dosages above 100 milli¬ 
grams patients shall ingest medication 
under observation 6 days per week. These 
patients will be allowed take-home medi¬ 
cation for I day per week only. Those 
patients in treatment on the date this 
regulation becomes effective who are re¬ 
ceiving a take-home dose of more than 
100 milligrams per day shall have their 
dosage level reduced to 100 milligrams 
per day or less by June 13, 1973. 
A daily dose of 120 milligrams or 
more shall be justified in the medical 
record. For daily dosages above 120 milli¬ 
grams, prior approval from State au¬ 
thority and the Food and Drug Ad¬ 
ministration shall be obtained be¬ 
ginning on March 15, 1973. For take- 
home doses above 100 milligrams per 
day, prior approval from the State au¬ 
thority and the Food and Drug Admin¬ 
istration shall be obtained beginning on 
June 13, 1973. A regular review of 
dosage level should be made by the re¬ 
sponsible physician with careful con¬ 
sideration given for reduction of dosage 
as indicated on an individual basis. A 
new dosage level is only a test level 
until stability is achieved. 

(2) Caution shall be taken in the 
maintenance treatment of pregnant pa¬ 
tients. Dosage levels shall be main¬ 
tained as low as possible if continued 
methadone treatment is deemed neces¬ 
sary. It is the responsibility of the pro¬ 
gram sponsor to assure that each female 
patient is fully informed concerning the 
possible risks to a pregnant woman or 
her unborn child from the use of meth¬ 
adone. 

id) Authorized dispensers of metha¬ 
done; responsibility. Methadone will be 
administered- or dispensed by a practi¬ 
tioner licensed or registered under ap¬ 
propriate State or Federal law to order 


narcotic drugs for patients or by an 
agent of the practitioner, supervised by 
and pursuant to the order of the prac¬ 
titioner. This agent may only be a phar¬ 
macist, registered muse, or licensed prac¬ 
tical nurse depending upon the State reg¬ 
ulations regarding narcotic drug dispens¬ 
ing and administering. The licensed 
practitioner assumes responsibility for 
the amounts of methadone administered 
or dispensed and all changes in dosage 
schedule will be recorded and signed by 
the licensed practitioner. 

(7) Frequency of attendance; take- 
home medication. —(i) For^ detoxifica¬ 
tion, the drug shall be administered daily 
under close observation. In maintenance 
treatment the patient will initially ingest 
the drug under observation daily, or at 
least 6 days a week, for the first 3 
months. It is recognized that diversion 
occurs primarily when patients .take 
medication from the clinic for self-ad¬ 
ministration. It is also recognized, how¬ 
ever, that daily attendance at a program 
facility may be incompatible with gain¬ 
ful employment, education, and respon¬ 
sible homemaking. After demonstrating 
satisfactory adherence to the program 
regulations for at least 3 months, and 
showing substantial progress in rehabil¬ 
itation by participating actively in the 
program activities and/or by participa¬ 
tion in educational, vocational, and 
homemaking activities, those patients 
whose employment, education, or home¬ 
making responsibilities would be hin¬ 
dered by daily attendance may be per¬ 
mitted to reduce to three times weekly 
the times when they must ingest the 
drug under observation. They shall re¬ 
ceive no more than a 2-day take-home 
supply. With continuing adherence to the 
program’s requirements and progressive 
rehabilitation for at least 2 years after 
entrance into the program, such patients 
may be permitted twice weekly visits to 
the program for drug ingestion under 
observation with a 3-day take-home sup¬ 
ply. Prior to reducing the frequency of 
visits, documentation of the patient’s 
progress and the need for reducing the 
frequency of visits shall be recorded. The 
requirements and schedule for when the 
drug must be ingested Under observa¬ 
tion may be relaxed if the patient has a 
serious physical disability which would 
prevent frequent visits to the program 
facility. The Food and Drug Adminis¬ 
tration and the State authority shall be 
notified of such cases. Additional medi¬ 
cation may also be provided in excep¬ 
tional circumstances such as acute ill¬ 
ness, family crises, or necessary travel 
when hardship would result from requir¬ 
ing the customary observed medication 
intake for the specific period. In these 
circumstances the reasons for providing 
additional medication will be recorded. 
In circumstances of severe illness, in¬ 
firmity or physical disability, an author¬ 
ized individual (e.g. a licensed practi¬ 
tioner) may deliver or obtain the medi¬ 
cation. 

(ii) Urine testing—(a) Schedule of 
testing; substances tested for. In main¬ 
tenance treatment, a urinalysis will be 
performed randomly at least weekly for 


morphine and monthly for methadone, 
barbiturates, amphetamines and other 
drugs if indicated. Those patients receiv¬ 
ing their doses of the drug from medica¬ 
tion units will also adhere to this sched¬ 
ule. The urine shall be collected at the 
program’s primary facility or at the 
medication unit. 

(b) Method of collection. Urine shall 
be collected in a manner which mini¬ 
mizes falsification of the samples. The 
reliability of this collection procedure 
shall be demonstrated. 

(c) Laboratories. Laboratories used for 
urine testing shall participate in and 
be approved by any proficiency testing 
program designated by the Food and 
Drug Administration. Any changes made 
in laboratories used for urine testing 
shall have prior approval of the Food 
and Drug Administration. 

(iii) Patient's clinical record. An ade¬ 
quate clinical record will be maintained 
for each patient. The record will contain 
a copy of the signed consent form(s), 
the date of each visit, the amount of 
methadone administered or dispensed, 
the results of each urinalysis, a detailed 
account of any adverse reactions, which 
will also be reported within 2 weeks to 
the Food and Drug Administration on 
Form FD-1639, ‘‘Drug Experience Re¬ 
port," any significant physical or psycho¬ 
logical disability, the type of rehabilita¬ 
tive and counseling efforts employed, an 
account of the patient's progress, and 
other relevant aspects of the treatment 
program. For recordkeeping purposes, if a 
patient misses appointments for 2 weeks 
or more without notifying the program, 
the episode of care is considered termi¬ 
nated and so noted in the clinical rec¬ 
ord. This does not mean that the patient 
pannot return for care. If the patient 
does return for care and is accepted into 
the program, this is considered a read¬ 
mission and so noted in the clinical rec¬ 
ord. This method of recordkeeping helps 
assure the easy detection of sporadic at¬ 
tendance and decreases the possibility of 
administering inappropriate doses of 
methadone (e.g., the patient who has 
received no medication for several days 
or more and upon return receives the 
usual stabilization dose). An annual 
evaluation of the patient’s progress will 
be recorded in the clinical record (s). 

(8) Discontinuation of methadone use. 
All patients in treatment will be given 
careful consideration for discontinuation 
of methadone use, especially after reach¬ 
ing a 10-20 milligram dosage level. So¬ 
cial rehabilitation shall have been 
maintained for a reasonable period of 
time. Patients should be encouraged to 
pursue the goal of eventual withdrawal 
from methadone and becoming com¬ 
pletely drug free. Upon successfully 
reaching a drug-free state the patient 
should be retained in the program for 
as long as necessary to assure stability 
in the drug-free state, with the fre¬ 
quency of his required visits adjusted at 
the discretion of the director. 

(9) Record of drug dispensing. Ac¬ 
curate records traceable to specific pa¬ 
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tients shall be maintained showing dates, 
quantity, and batch or code marks of 
the drug dispensed. These records shall 
be retained for a period of 3 years. 

(10) Security of drug stocks. Adequate 
security shall be maintained over stocks 
of methadone, over the manner in which 
it is administered or dispensed, over the 
manner in which it is distributed to 
medication units, and over the manner 
in which it is stored to guard against 
theft and diversion of the drug. The 
security standards for the distribution 
and storage of controlled substances as 
required by the Bureau of Narcotics 
and Dangerous Drugs (§ § 301.72-301.76 
of this title) shall be met by the 
program. 

(11) Inspections of programs; pa¬ 
tient confidentiality. Inspection of a pro¬ 
gram may be undertaken by the State 
authority, by the Food and Drug Ad¬ 
ministration and by the Bureau of Nar¬ 
cotics and Dangerous Drugs in 
accordance with Federal controlled sub¬ 
stances laws. The identity of patients 
will be kept confidential except (i) when 
it is necessary to make follow-up investi¬ 
gations on adverse effect information 
related to use of the drug, (ii) when the 
medical welfare of the patient would be 
threatened by a failure to reveal such 
information, or (iii) when It is necessary 
to verify records relating to approval of 
the program or any portion thereof. In 
all circumstances the provision of 21 CFR 
Part 401 shall be followed. 

(12) Exemptions from -specific pro¬ 
gram standards. —(i) A program is per¬ 
mitted, at the time of application or any 
time thereafter, to request exemption 
from or revision of specific program 
standards. The rationale for an exemp¬ 
tion or revision shall be thoroughly docu¬ 
mented in an appendix to be submitted 
with the application or at some later 
time. An example of a case in which an 
exemption might be granted would be 
for a private practitioner who wishes to 
treat a limited number of patients and 
requests exemption from some of the 
staffing and service standards in a non¬ 
metropolitan area with few physicians 
and no rehabilitative services geographi¬ 
cally accessible. The Food and Drug Ad¬ 
ministration will approve such exemp¬ 
tions or revisions of program standards 
at the time of application with the con¬ 
currence of the State authority. 

(ii) The Food and Drug Administra¬ 
tion has the right to withhold the grant¬ 
ing of an exemption until such time as a 
program is in actual operation in order 
to assess if the exemption is necessary. 
If periodic inspections of the program 
reveal that discrepancies or adyerse con¬ 
ditions exist, the Food and Drug Ad¬ 
ministration shall reserve the right to 
revoke any or all exemptions previously 
granted. 

(13) Additional reporting require¬ 
ments. —(i) Deaths. The program spon¬ 
sor shall report any patient death which 
is considered methadone related to the 
Food and Drug Administration within 
2 weeks, using Form FD-1639 “Drug Ex¬ 
perience Report." 


(ii) Newborns. The program sponsor 
shall report to the Food and Drug Ad¬ 
ministration the birth of any child to a 
female patient, if the newborn is pre¬ 
mature or shows any adverse reactions 
which, in the opinion of the attending 
physician, are due to methadone, within 
1 month of the birth, using Form FD- 
1639 "Drug Experience Report." 

(e) Multiple enrollments .—(1). Ad¬ 
ministering or dispensing to patients 
enrolled in other programs. There is a 
danger of drug dependent persons at¬ 
tempting to enroll in more than one 
methadone treatment program to obtain 
quantities of methadone for the purpose 
of self-administration or illicit market¬ 
ing. Therefore, except in an emergency 
situation, methadone shall not be pro¬ 
vided to a patient who is known to be 
currently receiving the drug from an¬ 
other treatment program using metha¬ 
done. 

(2) Patient attendance requirements. 
The patient shall always report to the 
same treatment facility unless prior ap¬ 
proval is obtained from the program 
sponsor for treatment at another pro¬ 
gram. Permission to report for treatment 
at the facility of another program shall 
be granted only in exceptional circum¬ 
stances and shall be noted on the pa¬ 
tient's clinical record. 

(3) Multiple enrollment prevention. 
To prevent multiple enrollments, the 
program shall agree to participate in any 
patient identification system that exists 
or is designated and approved by the 
Food and Drug Administration. Infor¬ 
mation that would identify a patient 
shall be kept confidential in compliance 
with Part 401 of this title. 

(f) Conditions tor use of methadone in 
hospitals for analgesia in severe pain, for 
detoxification, and for temporary main¬ 
tenance treatment —(1) Form. The drug 
may be administered or dispensed in 
either oral or parenteral form. 

(2) Use of methadone in hospitals — 
(i) Approved uses. Methadone is per¬ 
mitted to be administered or dispensed 
only for detoxification or temporary 
treatment of hospitalized patients, and 
for analgesia in severe pain for hospital¬ 
ized patients and outpatients. If metha¬ 
done is administered for treatment of 
heroin dependence for more than 3 
weeks, the procedure passes from treat¬ 
ment of the acute withdrawal syndrome 
(detoxification) to maintenance treat¬ 
ment. Maintenance treatment is per¬ 
mitted to be undertaken only by ap¬ 
proved methadone programs. This does 
not preclude the maintenance treatment 
of an addict who is hospitalized for treat¬ 
ment of medical conditions other than 
addiction and who requires temporary 
maintenance treatment during the criti¬ 
cal period of his stay or whose enrollment 
in a program which has approval for 
maintenance treatment using metha¬ 
done has been verified. Any hospital 
which already has received approval 
under this paragraph (f) may be per¬ 
mitted to serve as a temporary metha¬ 
done treatment program when an ap¬ 
proved methadone treatment program 


has been terminated and there is no 
other facility immediately available to 
the area to provide methadone treatment 
for the patients. The Food and Drug Ad¬ 
ministration may give this approval upon 
the request of the State authority or the 
hospital, when no State authority has 
been established. 

(ii) Individual responsible for sup¬ 
plies. The name of the Individual (phar¬ 
macist) responsible for receiving and 
securing supplies of methadone shall be 
submitted to the Food and Drug Admin¬ 
istration and the State authority. In¬ 
dividuals not authorized by Federal or 
State law shall not receive supplies of 
methadone. 

(iii) General description. A general de- 
scription of the hospital including the 
number of beds, specialized treatment 
facilities for drug dependence, and na¬ 
ture of patient care undertaken shall be 
submitted. 

(iv) Anticipated quantity of drug 
needed. The anticipated quantity of 
methadone needed per year shall be sub¬ 
mitted. 

(v) Records. The hospital shall main¬ 
tain accurate records showing dates, 
quantity, and batch or code marks of the 
drug used for in patient and out patient 
treatment. The records shall be retained 
for a period of 3 years. 

(vi) Inspections. The Food and Drug 
Administration and the State authority 
may inspect supplies of the drug and 
evaluate the uses to which the drug Is 
being put. The identity of the patient 
will be kept confidential except (a) when 
it is necessary to make followup investi¬ 
gations on adverse effect information 
related to the drug. <b) when the med¬ 
ical welfare of the patient would be 
threatened by a failure to reveal such 
information, or (c) when it Is necessary 
to verify records relating to approval of 
the hospital or any portion thereof. The 
confidentiality requirements j of Part 401 
of this title shall be followed. Records 
relating to the receipt, storage, and dis¬ 
tribution of narcotic medication shall 
also be subject to inspection as provided 
by Federal controlled substances laws; 
but use or disclosure of records identify¬ 
ing patients will, in any case, be limited 
to actions involving the program or its 
personnel. 

(vii) Approval of hospital pharmacy. 
Application for a hospital pharmacy to 
provide methadone for analgesia, de¬ 
toxification and temporary treatment 
will be submitted to the Food and Drug 
Administration and the State authority 
and shall receive approval from both, ex¬ 
cept as provided for in paragraph (h) (5) 
of this section. Within 60 days after re¬ 
ceipt of the application by the Food and 
Drug Administration, the applicant will 
receive notification of approval or denial 
or a request for additional information, 
when necessary. 

(viii) Approval of shipments to hos¬ 
pital pharmacies. Before a hospital phar¬ 
macy may lawfully receive shipments of 
methadone for use as an analgesic for 
severe pain and for detoxification or 
temporary maintenance treatment, a re¬ 
sponsible hospital official shall complete, 
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sign, and file in triplicate with the Pood 
and Drug Administration and the State 
authority Form FD 2636, “Hospital Re¬ 
quest for Methadone for Analgesia in 
Severe Pain and for Detoxification and 
Temporary Maintenance Treatment” set 
forth in paragraph (k) (5) of this section 
and shall receive a notice of approval 
thereof from the Food and Drug Admin¬ 
istration. 

(ix) Sanctions. Failure to abide by the 
requirements described in this section 
may result in revocation of approval to 
receive shipments of methadone, seizure 
of the drug supply on hand, injunction, 
and criminal prosecution. 

(3) Treatment of outpatients. —(i) If 
in a physician’s professional judgment 
methadone would be the drug of choice 
as an analgesic for treating a patient in 
severe pain, the drug will be available for 
use on an out-patient basis from an ap¬ 
proved hospital pharmacy, or in a remote 
area from an approved community phar¬ 
macy. Prior to filing a physician's pre¬ 
scription for methadone for outpatients, 
the pharmacy shall obtain from the phy¬ 
sician a statement indicating that all 
such prescriptions written by him will 
be limited to use for analgesia in severe 
pain. The physician shall agree to main¬ 
tain records to substantiate such use. 
These records will be available in the 
hospital or made available at the request 
of the hospital administrator. In remote 
areas the approved community phar¬ 
macy is permitted to maintain these rec¬ 
ords or they may be forwarded to the 
State authority. On January 30 of each 
year, the names and addresses of all phy¬ 
sicians who prescribed methadone , for 
analgesia on an outpatient basis during 
the previous year shall be reported to the 
Food and Drug Administration. 

(ii) Prescriptions for analgesia may be 
filled only if they are written by a phy¬ 
sician who has submitted the required 
statement to the approved hospital or 
community pharmacy. 

(4) Shipments to remote areas. In re¬ 
mote areas or in certain exceptional cir¬ 
cumstances where there are no approved 
hospitals, community pharmacies may be 
approved by the Food and Drug Admin¬ 
istration to receive shipments of metha¬ 
done for administering or dispensing for 
analgesia upon the recommendation of 
the State authority and after consulta¬ 
tion with the Bureau of Narcotics and 
Dangerous Drugs. 

(g) Confidentiality of patient rec¬ 
ords. —(l) Except as provided in subpar¬ 
agraph (2) of this paragraph, disclosure 
of patient records maintained by any 
program shall be governed by the pro¬ 
visions of Part 401 of this title, and every 
program shall comply with the provisions 
of that part. Records relating to the re¬ 
ceipt, storage, and distribution of nar¬ 
cotic medication shall also be subject to 
inspection as provided by Federal con¬ 
trolled substances laws; but use or dis¬ 
closure of records identifying patients 
will, in any case, be limited to actions 
involving the program or its personnel. 

(2) In addition to the restrictions 
upon disclosure in Part 401 of this title, 
and in accordance with the authority 
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conferred by section 303(a) of the Public 
Health Service Act (42 U.S.C. 242a(a)), 
every program is hereby further au¬ 
thorized to protect the privacy of patients 
therein by withholding from all persons 
not employed by such program or other¬ 
wise connected with the conduct of its 
operatiqns the names or other identify¬ 
ing characteristics of such patients 
under any circumstances under which 
such program has reasonable grounds to 
believe that such information may be 
used to conduct any criminal investiga¬ 
tion or prosecution of a patient. Pro¬ 
grams may not be compelled in any 
Federal, State, or local civil, criminal, 
administrative, or other proceedings to 
furnish such information, but this sub- 
paragraph does not authorize the with¬ 
holding of information authorized to be 
furnished pursuant to § 401.44 of this 
title nor does it invalidate any legal 
process to compel the furnishing of in¬ 
formation in accordance with § 401.44 of 
this title. Records relating to the receipt, 
storage, and distribution of narcotic 
medication shall also be subject to in¬ 
spection as provided by Federal con¬ 
trolled substances laws; but use or dis¬ 
closure of records identifying patients 
will, in any case, be limited to actions 
involving the program or its personnel. 

(3) A treatment program or medica¬ 
tion unit or any part thereof, including 
any facility or any individual, shall per¬ 
mit a duly authorized employee of the 
Food and Drug Administration to have 
access to and to copy all records relating 
to the use of methadone. Patient iden¬ 
tities shall be revealed (i) when it is 
necessary to make follow-up investiga¬ 
tions on adverse effect information re¬ 
lated to the drug, (ii) when the medical 
welfare of the patient would be threat¬ 
ened by a failure to reveal such informa¬ 
tion, or (iii) when it is necessary to 
verify records relating to any approval or 
any portion thereof under this section. 
The Food and Drug Administration will 
retain such identities in confidence pur¬ 
suant to § 401.44 of this title and shall 
reveal them only when necessary in a 
related administrative or court proceed¬ 
ing. 

(h) Denial or revocation of approval .— 

(1) Complete or partial denial or revoca¬ 
tion of approval of an application to re¬ 
ceive shipments of methadone (Forms FD 
2632 “Application for Approval of Use 
of Methadone in a Treatment Program” 
and FD 2636 “Hospital Request for 
Methadone for Analgesia in Severe Pain 
and for Detoxification and Maintenance 
Treatment”) may be proposed to the 
Commissioner of Food and Drugs by the 
Director of the Food and Drug Adminis¬ 
tration’s Bureau of Drugs, on his own 
initiative or at the request of representa¬ 
tives of the Bureau of Narcotics and Dan¬ 
gerous Drugs, National Institute of 
Mental Health, the State authority, or 
any other interested person. 

(2) Before presenting such a proposal 
to the Commissioner, the Director of the 
Bureau of Drugs or his representative 
will notify the applicant in writing of the 
proposed action and the reasons there¬ 
for and will offer him an opportunity to 
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explain the matters in question in an in¬ 
formal conference and/or in writing 
within 10 days after receipt of such 
notification. The applicant shall have the 
right to hear and to question the infor¬ 
mation on which the proposal to deny 
or revoke approval is based, and may 
present any oral or written. information 
and views. 

(3) If the explanation offered by the 
applicant is not accepted by the Bureau 
of Drugs as sufficient to justify approval 
of the application, and denial or revoca¬ 
tion of approval is therefore proposed, 
the Commissioner will evaluate infor¬ 
mation obtained in the informal hearing 
before the Director of the Bureau of 
Drugs. If he finds that the applicant has 
failed to submit adequate assurance jus¬ 
tifying approval of the application, he 
shall issue a notice of opportunity for 
hearing with respect to the matter pur¬ 
suant to § 130.14 and the matter shall 
thereafter be handled in accordance with 
established procedures for denial or 
revocation of approval of a new drug 
application. If the Secretary determines 
that there is an imminent hazard to 
health, revocation of approval will be¬ 
come effective immediately and any ad¬ 
ministrative procedures will be expedited. 
Upon revocation of approval of an appli¬ 
cation, the Commissioner will notify the 
applicant, the State authority, the Bu¬ 
reau of Narcotics and Dangerous Drugs, 
and all other appropriate persons that 
the applicant may no longer receive ship¬ 
ments of methadone, and will require the 
recall of all methadone from the appli¬ 
cant. Revocation of approval may also 
result in criminal prosecution. 

(4) Denial or revocation of approval 
may be reversed when the Commissioner 
determines that the applicant has justi¬ 
fied approval of the application. 

(5) A treatment program or medica¬ 
tion unit or any part thereof, including 
any facility or any individual, may ap¬ 
peal to the Food and Drug Adminis¬ 
tration a complete or partial denial or 
revocation of approval by the State au¬ 
thority unless the denial or revocation 
is based upon a State law or regulation. 
The appeal shall first be made to the 
Director of the Bureau of Drugs, who 
shall hold an informal conference on the 
matter in accordance with subparagraph 
(2) of this paragraph. The State author¬ 
ity may participate in the conference. 
The appellant or the State authority may 
appeal the Director’s decision to the 
Commissioner, who shall decide the mat¬ 
ter in accordance with subparagraph (3) 
of this paragraph. If the Commissioner 
denies or revokes approval, such action 
shall be handled in accordance with 
subparagraph (3) of this paragraph. The 
Commissioner may not grant or retain 
Food and Drug Administration approval 
if he finds that the appellant is not in 
compliance with all applicable State laws 
and regulations and with this section. 

(i) Sanctions .—(1) Program sponsor 
or individual responsible for a particular 
program. If the program sponsor or the 
person responsible for a particular pro¬ 
gram fails to abide by all the require¬ 
ments set forth in these regulations, or 
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fails to adequately monitor the activities 
of those employed in the program, he 
may have the approval of his applica¬ 
tion revoked, his methadone supply 
seized, an injunction granted precluding 
operation of his program, and criminal 
prosecution instituted against him. 

(2) Persons responsible for adminis¬ 
tering or dispensing methadone. If a 
person responsible for administering or 
dispensing methadone fails to abide by 
all the requirements set forth in these 
regulations, criminal prosecution may be 
instituted against him, his drug supply 
may be seized, the approval of the pro¬ 
gram may be revoked, and an injunc¬ 
tion may be granted precluding operation 
of the program. 

(j) Requirements for distribution of 
methadone by manufacturers. —(1) Dis¬ 
tribution requirements. Shipments Of the 
drug are restricted to direct shipments 
by manufacturers of methadone to ap¬ 
proved treatment programs using metha¬ 
done, to approved hospital pharmacies, 
and to approved selected community 
pharmacies. If requested by a manu¬ 
facturer or State authority, wholesale 
pharmacy outlets in some regions or 
States may be authorized to stock metha¬ 
done for that area and then trans-ship 
the drug to approved methadone treat¬ 
ment programs and approved hospital 
and community pharmacies. Alternative 
methods of distribution will be permitted 
if they are approved by the Food and 
Drug Administration and the State au¬ 
thority. Prior to any approval of an al r 
ternative method of distribution there 
will be consultation with the Bureau of 
Narcotics and Dangerous Drugs to assure 
compliance with its regulations regard¬ 
ing controlled substance distribution. 

(2) Information regarding approved 
programs, hospitals, and community 
pharmacies. The Food and Drug Admin¬ 
istration will provide methadone manu¬ 
facturers and the public with the names 
and locations of programs, hospitals, and 
selected community pharmacies that 
have been approved to receive shipments 
of the drug. All information contained in 
the forms set out in paragraph (k). of 
this section is available for public dis¬ 
closure except for names or other 
identifying information with respect to 
patients. 

(3 ) Acceptance of delivery. Delivery 
shall only be made to a licensed practi¬ 
tioner employed at the facility. At the 
time of delivery the licensed practitioner 
shall sign for the methadone and place 
his specific title and identification num¬ 
ber on any invoice. Copies of these 
signed invoices shall be kept by the 
manufacturer. 

(k) Program forms. —(1) Treatment 
Program Application. 

Department of Health, Education, and 
Welfare 

FOOD AND DRUG ADMINISTRATION 

Form FD 2632 Application for Approval of 

Use of Methadone in a Treatment Program 

Name or other Identification of program- 


Address- 

Name of program sponsor. 


FEDERAL 


Commissioner, 

Food and Drug Administration, 

Bureau of Drugs (BD-106), 

Rockville, Md. 20852. 

Dear Sir: As the person responsible for this 
program, I submit this request for approval 
of a treatment program using methadone 
to provide detoxification and maintenance 
treatment for narcotic addicts in accordance 
with § 130.44 of the new drug regulations. 

I understand that failure to abide by the 
requirements described below may cause 
revocation of approval of my application, 
seizure of my drug supply, an injunction, and 
criminal prosecution. 

I. Attached is the name, complete address, 
and a summary of the scientific training and 
experience of each physician and all other 
professional personnel having major respon¬ 
sibilities for the program and rehabilitative 
efforts, and a signed Form FD 2633 "Medical 
Responsibility Statement for Use of Metha¬ 
done in a Treatment Program" for every 
licensed practitioner authorized to prescribe, 
dispense, or administer methadone under the 
program. (If the Medical Director of this pro¬ 
gram has been listed for a program in a 
previous application, the feasibility of serv¬ 
ing as Medical Director for this program must 
be documented and this documentation at¬ 
tached to this application.) 

II. Attached is a description of the organi¬ 
zational structure of this program and the 
name and complete address of any central 
administration or larger organizational 
structure to w’hich this program is 
responsible. 

III. Attached is a listing of the sources of 
funding for this program. (The 'name and 
address for each governmental agency pro¬ 
viding funding must be provided.) 

IV. The program shall have ready access 
to a comprehensive range of medical and 
rehabilitative services. Attached is the name, 
address, and description of each hospital, in¬ 
stitution. clinical laboratory facility, or other 
facility available to provide the necessary 
services and a statement for each facility as 
to whether or not methadone will be admin¬ 
istered cr dispensed at that facility. These 
facilities shall comply with any guidelines 
established by Federal or State authorities. 
(This listing should include the address of 
each medication unit. If any medical or re¬ 
habilitative service is not available at the 
primary facility, there must be a formal, 
documented agreement with private or public 
agencies, organizations, or institutions for 
these services.) 

V. Attached is a statement of the approxi¬ 
mate number of addicts to be included in 
the program. 

VI. The following minimal treatment 
standards shall be followed: 

A. A statement shall be given to the ad¬ 
dicts to inform them about the program. A 
voluntary request and consent Form FD 2635 
"Consent to Methadone Treatment” shall be 
signed by each patient. Participation in the 
program shall be voluntary. 

B. I concur that the mere use of a narcotic 
drug, even if periodic or intermittent, can¬ 
not be equated with narcotic addiction. Care 
shall be exercised in the selection of patients 
to prevent the possibility of admitting a per¬ 
son who was not first dependent upon heroin 
or other morphine-like drugs at least 2 years 
prior to admission to maintenance treat¬ 
ment. This drug history and evidence of 
current physiologic dependence on morphine¬ 
like drugs shall be documented. Evidence of 
physical dependence should be obtained by 
noting early signs of withdrawal (lacrima- 
ticn, rhinorrhea, pupillary dilation, and 
piloerection) during the initial period of 
abstinence. (Withdrawal signs may be ob¬ 
served during an initial period of hospitaliza¬ 
tion or while the individual is an outpatient 
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undergoing diagnostic evaluation—(medical 
and personal history, physical examination, 
and laboratory studies). Loss of appetite and 
increased body temperature, pulse rate, blood 
pressure, and respiratory rate are also signs 
of withdrawal, but their detection may re¬ 
quire inpatient observation. It is unlikely 
that an individual would be currently de¬ 
pendent on narcotic drugs without having-a 
positive urine test for one or more of these 
drugs. Additional evidence can be obtained 
by noting the presence of old and fresh 
needle marks, and by obtaining additional 
history from relatives and friends.) 

C. An exception to the requirement for 
evidence of current physiologic dependence 
on narcotic drugs will be allowed under ex¬ 
ceptional circumstances. For example, meth¬ 
adone treatment may be initiated prior to or 
within 1 week of release from a stay of.l 
month or longer in a penal or chronic care 
institution if an individual has a pre-deten¬ 
tion history of dependence upon heroin or 
other morphine-like drugs at least 2 years 
prior to admission to the institution. Justifi¬ 
cation for any such exception shall be noted 
on the patient’s record. 

D. Patients between 16 and 18 years of 
age who are enrolled- and under treatment in 
approved programs on December 15, 1973 may 
continue in maintenance treatment. No new 
patients between 16 and 18 years of age may 
be admitted to a maintenance treatment pro¬ 
gram after such date unless a parent, legal 
guardian, or responsible adult designated by 
the State authority completes and signs con¬ 
sent form, Form FD 2635 "Consent to Metha¬ 
done Treatment." Methadone treatment of 
new patients between the ages of 16 and 18 
years of age will be permitted after such date 
only with a documented history of two or 
more unsuccessful attempts at detoxification 
and a documented history of dependence on 
heroin or other morphine-like drugs begin¬ 
ning 2 years or more prior to application for 
treatment. No patient under age 16 may be 
continued or started on methadone treat¬ 
ment after such date but these patients may 
be detoxified and retained In the program in 
a drug-free state for follow-up and aftercare. 
Patients under age 18 who are not placed in 
maintenance treatment may be detoxified. 
Detoxification may not exceed 3 weeks. A re¬ 
peat episode of detoxification may not be ini¬ 
tiated until 4 weeks after the completion of 
the previous detoxification. 

VII. An admission evaluation and record 
shall be made and maintained for each pa¬ 
tient upon admission to the program. This 
evaluation and record shall consist of a per¬ 
sonal history, a medical history, a physical 
examination, and any laboratory or other 
special examinations as indicated in the 
judgment of the attending physician. (It is 
recommended that a complete blood count, 
liver function tests, and a serologic test for 
lues be part of the admission evaluation.) 

A. A personal history record will include 
at least age, sex, educational level, employ¬ 
ment history, criminal history, past history 
of drug abuse of all types, and prior treat¬ 
ment for drug abuse. 

B. Medical history. A thorough medical 
history record will be completed for each 
patient accepted for admission. 

C. Physical examination. The findings of a 
comprehensive physical examination will be 
recorded. 

VIII. I understand that there is a danger 
of drug dependent persons attempting to 
enroll in more than one methadone treat¬ 
ment program to obtain quantities of metha¬ 
done either for the purpose of self-adminis¬ 
tration or illicit marketing. To prevent such 
multiple enrollments, I will participate in 
whatever local, regional, or national patient 
identification system exists and I state my 
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intention to participate in any system that 
may be developed and approved by the Food 
and Drug Administration unless I notify the 
Food and Drug Administration, in writing, 
to the contrary. I understand failure to par¬ 
ticipate may cause revocation of approval of 
my application. Except in an emergency sit¬ 
uation, methadone will not be provided to a 
patient who is known to be currently receiv¬ 
ing the drug from another treatment pro¬ 
gram using methadone. Except as provided in 
item XV of this form, information that could 
identify the patient will be kept confidential 
in compliance with 21 CFR Part 401. 

IX. The following minimal procedures will 
be used for ongoing care. 

A. Dosage and administration for detoxifi¬ 
cation and maintenance treatment: 

1. Methadone will be administered or dis¬ 
pensed in oral form only when used in a 
treatment program. Hospitalized patients 
under care for medical or surgical condition 
are permitted to receive methadone in 
parenteral form, when in the attending phy¬ 
sician’s professional judgment it is deemed 
advisable. Although tablet, sirup concen¬ 
trate, or other formulations are permitted to 
be distributed to the program, all oral medi¬ 
cation shall be administered or dispensed 
in a liquid formulation. The dosage shall be 
formulated in such a way as to reduce its 
potential for parenteral abuse and accidental 
ingestion, and packaged for outpatient use 
in special packaging as required by 21 CFR 
295.2. Any take-out medication shall be 
labeled with the treatment center’s name, 
address, and telephone number. Exceptions 
may be granted when any of the provisions 
of this subsection are in conflict with State 
law with regard to the administering or dis¬ 
pensing of drugs. 

2. In detoxification, the patient may be 
placed on a substitutive methadone admini¬ 
stration schedule when there are significant 
symptoms of withdrawal. The dosage sched¬ 
ules indicated below are recommended but 
may be varied depending upon clinical Judg¬ 
ment, Initially, a single oral dose of 15-20 
milligrams of methadone will often be suf¬ 
ficient to suppress withdrawal symptoms. 
Additional methadone may be provided if 
withdrawal symptoms are not suppressed or 
whenever symptoms reappear. When patients 
are physically dependent on high doses of 
methadone, it may be necessary to exceed 
these levels. Forty milligrams per day in 
single or divided doses will usually constitute 
an adequate stabilizing dose level. Stabiliza¬ 
tion can be continued for 2 to 3 days and 
then the amount of methadone will normally 
be gradually decreased. The rate at which 
methadone is decreased will be determined 
separately for each -patient. The dose of 
methadone can be decreased on a daily basis 
or in 2-day intervals, but the amount of in¬ 
take shall always be sufficient to keep with¬ 
drawal symptoms at a tolerable level. In 
hospitalized patients a daily reduction of 
20 percent of the total daily dose usually will 
be tolerated and will cause little discomfort. 
In ambulatory patients, a somewhat slower 
schedule may be needed. If methadone Is 
administered for more than 3 weeks, the 
procedure is considered to have Progressed 
from detoxification or treatment of the acute 
withdrawal syndrome to maintenance treat¬ 
ment. even thousrh the goal and intent may 
be eventual total withdrawal. 

3. In maintenance treatment the initial 
dosage of methadone should control the 
abstinence symptoms that follow withdrawal 
of narcotic drugs but should not be so great 
as to cause sedation, respiratory depression, 
or other effects of acute lntoxiflcation. It is 
important that the initial dosage be adjusted 
on an individual basis to the narcotic toler¬ 
ance of the new patient. If such a patient 
has been a heavy user of heroin up to the day 
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of admission, he may be given 20 milligrams 
orally for the first dose and another 20 milli¬ 
grams 4 to 8 hours later, or 40 milligrams in 
a single oral dose. If he enters treatment with 
little or no narcotic tolerance (e.g., if he has 
recently been released from jail or other 
confinement). the initial dosage may be one- 
half these quantities. When there is any 
doubt, the smaller dose should be used ini¬ 
tially. The patient should then be kept under 
observation, and, if symptoms of abstinence 
are distressing, additional 10-milligram 
doses may be repeated as needed. Subse¬ 
quently. the dosage should be adjusted 
individually, as tolerated and required, to a 
level of 120 milligrams daily. For daily dos¬ 
ages above 100 milligrams patients shall 
Ingest medication under observatiorr 6 days 
per week. These patients will be allowed 
take-home medication for 1 day per week 
only. Those patients in treatment on De¬ 
cember 15. 1972 who are receiving a take- 
home dose of more than 100 milligrams per 
day shall have their dosage level reduced to 
100 milligrams per day or less by June 13. 
1973. A daily dose of 120 milligrams or more 
shall be Justified in the medical record. For 
daily dosages above 120 milligrams or, be¬ 
ginning June 13, 1973, for take-home doses 
above 100 milligrams per day, prior approval 
shall be obtained from the Food and Drug 
Administration and the State authority. A 
regular review of dosage level should be made 
by the responsible physician with careful 
consideration given for reduction of dosage 
as indicated on an individual basis. A new 
dosage level is only a test level until stability 
Is achieved. 

4. Caution shall be taken In the mainte¬ 
nance treatment of pregnant patients. Dosage 
levels shall be maintained as low as pos¬ 
sible If continued methadone treatment is 
deemed necessary. It is the responsibility of 
the program to assure that each female pa¬ 
tient Is fully informed concerning the pos¬ 
sible risks to a pregnant woman or her 
unborn child from the use of methadone. 

5. Methadone will be administered or dis¬ 
pensed by a practitioner licensed or regis¬ 
tered under appropriate State or Federal law 
to order narcotic drugs for patients or by 
an agent of the practitioner, supervised by 
and pursuant to the order of the practitioner. 
This agent may be a pharmacist, registered 
nurse, or licensed practical nurse, depending 
upon the State regulations regarding Nar¬ 
cotic drug dispensing and administering. The 
licensed practitioner assumes responsibility 
for the amounts of methadone administered 
or dispensed and all changes in dosage sched¬ 
ule shall be recorded and signed by the 
licensed practitioner. 

6. For detoxification, the drug shall be ad¬ 
ministered daily under close observation. In 
maintenance treatment the patient initially 
will ingest the drug under observation daily, 
or at least 6 days a week, for the first 3 
months. It is recognized that diversion oc¬ 
curs primarily when patients take medication 
from the clinic for self-administration. It 
is also recognized, however, that daily at¬ 
tendance at a prvgram facility may be in¬ 
compatible with gainful employment, edu¬ 
cation, and responsible homemaking. After 
demonstrating satisfactory adherence to the 
program regulations for at least 3 months 
and showing substantial progress in rehabili¬ 
tation by participating actively .in the pro¬ 
gram activities and/or by participation in 
educational, vocational, and homemaking ac¬ 
tivities, those patients whose employment, 
education, or homemaking responsibilities 
would be hindered by daily attendance may 
be permitted to reduce to 3 times weekly the 
times when they must ingest the drug under 
observation. They shall receive no more than 
a 2 day take-home supply. With continuing 
adherence to the program’s requirements and 
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progressive rehabilitation for at least 2 years 
after entrance into the program, such pa¬ 
tients may be permitted twice weekly visits 
to the program for drug ingestion under ob¬ 
servation with a 3 day take-home supply. 
Prior to reducing the frequency of visits, 
documentation of the patient’s progress and 
the need for reducing the frequency of visits 
shall be recorded. The requirements and 
schedule for when the drug must be ingested 
under supervision may be relaxed if the pa¬ 
tient has a serious physical disability which 
would prevent frequent visits to the program 
facility. The Food and Drug Administration 
and the State authority shall be notified of 
such cases. Additional medication may also 
be provided in exceptional circumstances 
such as acute illness, family crises, or neces¬ 
sary travel when hardship would result from 
requiring the customary observed medication 
intake for the specific period. In such cir¬ 
cumstances the reasons for providing addi¬ 
tional medication will be recorded in the 
clinical record. In circumstances of severe ill¬ 
ness. infirmity or physical disability, an au¬ 
thorized individual (e.g.. a licensed practi¬ 
tioner) may deliver or obtain the medication. 

B. In maintenance treatment, a urinaly¬ 
sis will be performed randomly at least 
weekly for morphine and monthly for metha¬ 
done, barbiturates, amphetamines, and other 
drugs if indicated. Those patients receiving 
their doses of the drug from medication units 
will also adhere to this schedule. The urine 
shall be collected in a manner which mini¬ 
mizes falsification of the samples. The reli¬ 
ability of this collection procedure shall be 
demonstrated. Laboratories used for urine 
testing shall participate In and be approved 
by any proficiency testing program desig¬ 
nated by the Food and Drug Administration. 
Any changes in laboratories used for urine 
testing shall have prior approval of the 
Food and Drug Administration. 

C. An adequate clinical record will be 
maintained for each patient. The record will 
contain a copy of the signed consent form(s), 
the date of each visit, the amount of metha¬ 
done administered or dispensed, the results 
of each urinalysis, a detailed account of any 
adverse reactions, which will also be re¬ 
ported within 2 weeks to the Food and Drug 
Administration on Form FD-1639, "Drug 
Experience Report”, any significant physical 
or psychologic disability, the type of rehabil¬ 
itative and counseling efforts employed, an 
account of the patient's progress, and other 
relevant aspects of the treatment program. 
For recordkeeping purposes, if a patient 
misses appointments for 2 weeks or more 
without notifying the program, the episode 
of care Is considered terminated and so noted 
in the clinical record. This does not mean 
that the patient cannot return for care. If 
the patient does return for care and is ac¬ 
cepted into the program, this is considered 
a readmission and so noted in the clinical 
record. This method of recordkeeping helps 
assure the easy detection of sporadic attend¬ 
ance and decreases the possibility of admin¬ 
istering Inappropriate doses of methadone 
(e.g., the patient who has received no medica¬ 
tion for several days or more and upon return 
receives the usual stabilization dose). An 
annual evaluation of the patient’s progress 
will be recorded in the clinical record. 

D. All patients in maintenance treatment 
will be given careful consideration for dis¬ 
continuance of methadone, especially after 
reaching a 10-20 milligram dosage level. So¬ 
cial rehabilitation shall have been main¬ 
tained for a reasonable period of time. Pa¬ 
tients should be encouraged to pursue the 
goal of eventual withdrawal from methadone 
and becoming completely drug-free. Upon 
successfully reaching a drug-free state the 
patient should be retained In the program 
for as long as necessary to assure stability in 
the drug-free state, with the frequency of 
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his required visits adjusted at the discretion 
of the director. 

X. To prevent diversion Into illicit chan¬ 
nels, adequate security shall be maintained 
over stocks of methadone and over the man¬ 
ner in which it is distributed, as required 
by the Bureau of Narcotics and Dangerous 
Drugs. 

XI. Accurate records traceable to patients 
shall be maintained showing dates, quan¬ 
tity, and batch or code marks of the drug 
used. These records shall be retained for a 
period of 3 years. 

XII. The program director may establish 
geographically dispersed medication units 
of reasonable size for administering and dis¬ 
pensing medication to patients stabilized at 
their optimal dosage level. The approval of 
such units for any geographic area shall be 
based upon the number and distribution of 
such units within the area. No more than 30 
patients shall be under care at a medication 
unit at any one time. These units shall be 
responsible only for administering and dis¬ 
pensing medication. Private practitioners and 
community pharmacies may serve as medi¬ 
cation units. Only after patients have been 
stabilized at their optimal initial dosage level 
may they be referred to a medication unit. 
Subsequent to such referral, the program di¬ 
rector shall retain continuing responsibility 
for the patient’s care and the patient shall 
be seen at the primary program facility at 
least monthly for medical evaluation and 
ancillary service. If a private practitioner 
wishes to provide other service in addition to 
administering and dispensing medication and 
collecting urine samples, the practitioner is 
considered a program component or a sep¬ 
arate program, depending upon the type of 
services provided. In such case the restric¬ 
tions on the number of patients served shall 
be determined by the staffing pattern and re¬ 
sources available. 

XIII. All representations in this applica¬ 
tion are currently accurate, and no changes 
shall be made in the program until they have 
been approved by the Food and Drug Ad¬ 
ministration and the State authority. 

XIV. If the program or any individual 
under the program is disapproved, the pro¬ 
gram director shall recall the methadone 
from the disapproved sources and return the 
drug to the manufacturer in a manner pre¬ 
scribed by the Bureau of Narcotics and Dan¬ 
gerous Drugs. 

XV. Inspections of this program may be 
undertaken by the State authority, by the 
Food and Drug Administration and by the 
Bureau of Narcotics and. Dangerous Drugs 
in accordance with Federal controlled sub¬ 
stances laws. The Identity of patients will be 
kept confidential except when it is neces¬ 
sary to make follow-up Investigations on ad¬ 
verse effect information related to use of the 
drug, when the medical welfare of the pa¬ 
tient would be threatened by a failure to re¬ 
veal such information, or when it is neces¬ 
sary to verify records relating to approval of 
the program or any portion thereof. In all 
circumstances the provisions of 21 CFR 
Part 401 shall be followed. 

Signature_ 

(Program sponsor) 

(2) Medical Responsibility Statement. 

Department of Health, Education, and 
Welfare 

food and drug administration 

Form FD 2633 Medical Responsibility State¬ 
ment for Use of Methadone in a Treatment 

Program 

(To be completed by each physician li¬ 
censed to dispense or administer methadone 
under an approved program.) 


Date_ 

Name of program___ 

Address_ 

Telephone number_ 

Medical Director for this facility (licensed 
by law to administer or dispense drugs and 
responsible for all medication administered 
or dispensed at this facility). 


Address of this facility_ 

Telephone number of this facility_- 

I. The undersigned agrees to assume re¬ 
sponsibility for the administration and dis¬ 
pensing of methadone under the above iden¬ 
tified program and to abide by the required 
standards for methadone detoxification and 
maintenance treatment. 

II. The name of each patient treated at a 
facility and the frequency of visits shall be 
registered with the medical director. An 
annual report Form FD 2634 "Annual Re¬ 
port for Treatment Program Using Metha¬ 
done” shall be submitted to the program 
sponsor for submission to the Food and Drug 
Administration. The patient shall always re¬ 
port to the same facility unless prior approval 
is obtained from the medical director for 
treatment at another operation. 

III. The following minimal treatment 
standards shall be followed. 

A. A statement shall be given to the ad¬ 
dicts to Inform them about the program. A 
voluntary request and consent Form FD 2636 
"Consent to Methadone Treatment" shall be 
signed by each patient. Participation in the 
program shall be voluntary. 

B. The mere use of a narcotic drug, even If 
periodic or Intermittent, cannot be equated 
with narcotic addiction. Care shall be exer¬ 
cised In the selection of patients to prevent 
the possibility of admitting a person who was 
not first dependent upon heroin or other 
morphine-like drugs at least 2 years prior 
to admission to maintenance treatment. This 
drug history and evidence of current physi¬ 
ologic dependence on morphine-like drugs 
shall be documented. Evidence of physical de¬ 
pendence should be obtained by noting early 
signs of withdrawal (lacrlmation, rhinorrhea. 
pupillary dilation, and piloerection) during 
the initial period of abstinence. Withdrawal 
signs may be observed during an initial pe¬ 
riod of hospitalization or while the individual 
Is an outpatient undergoing diagnostic evalu¬ 
ation (medical and personal history, physical 
examination, and laboratory studies). Loss of 
appetite and increased body temperature, 
pulse rate, blood pressure, and respiratory 
rate are also signs of withdrawal, but their 
detection may require Inpatient observation. 
It Is unlikely that an Individual would be 
currently dependent on narcotic drugs with¬ 
out having a positive urine test for one or 
more of these drugs. Additional evidence can 
be obtained by noting the presence of old and 
fresh needle marks, and by obtaining ad¬ 
ditional history from relatives and friends. 

C. An exception to the requirement for 
evidence of current physiologic dependence 
on narcotic drugs will be allowed under ex¬ 
ceptional circumstances. For example, meth¬ 
adone treatment may be initiated prior to or 
within 1 week of release from a stay of 1 
month or longer in in a penal or chronic care 
Institution if an individual has a pre-deten¬ 
tion history of dependence upon heroin or 
other morphine-like drugs at least 2 years 
prior to admission to the institute. Justifica¬ 
tion for any such exception should be noted 
on the patient’s record. 

D. Patients between 16 and 18 years of age 
who are enrolled and under treatment in ap¬ 
proved programs on December 16, 1972 


may continue in maintenance treatment. No 
new patients between 16 and 18 years of age 
may be admitted to a maintenance treatment 
after such date unless a parent, legal guar¬ 
dian, or responsible adult designated by the 
State authority completes and signs consent 
form, Form FD 2635, "Consent to Methadone 
Treatment". Methadone treatment of new 
patients between ages 16 and 18-.years of age 
will be permitted after such date only with 
a documented history of two or more unsuc¬ 
cessful attempts at detoxification and a 
documented history of dependence on heroin 
cr other morphine-like drugs beginning 2 
years or more prior to application for treat¬ 
ment. No patient under age 16 may be con¬ 
tinued or started on methadone treatment 
after such date, but these patients may be 
detoxified and retained in the program in a 
drug-free state for follow-up and aftercare. 
Patients under age 18 who are not placed In 
maintenance treatment may be detoxified. 
Detoxification may not exceed 3 weeks. A re¬ 
peat episode of detoxification may not be 
initiated until 4 weeks after the completion 
of the previous detoxification. 

IV. An admission evaluation and record 
shall be made and maintained for each 
patient upon admission to the program. This 
evaluation and record shall consist of a 
personal history, a medical history, and a 
physical examination, and any laboratory 
or other special examinations as indicated 
in the judgment of the attending physician. 
(It Is recommended that a complete blood 
count, liver function tests, and a serologic 
test for lues be part of the admission evalua¬ 
tion.) 

A. A personal history record will Include 
at least age, sex. educational level, employ¬ 
ment history, criminal history, past history 
of drug abuse of all types, and prior treat¬ 
ment for drug abuse. 

B. Medical history. A thorough medical 
history record will be completed for each 
patient accepted for admission. 

C. Physical examination. The findings of 
a comprehensive physical examination will 
be recorded. 

V. I understand that there is a danger of 
drug dependent persons attempting to enroll 
In more than one methadone treatment pro¬ 
gram to obtain quantities of methadone 
either for the purpose of self-administration 
or Illicit marketing. To prevent such multiple 
enrollments, I will participate in whatever 
local, regional, or national patient identifi¬ 
cation system that exists and I state my In¬ 
tention to participate in any system that may 
be developed and approved by the Food and 
Drug Administration unless I notify the 
Food and Drug Administration, In writing, 
to the contrary. I understand failure to par¬ 
ticipate may cause revocation of approval 
of my application. Except in an emergency 
situation, methadone will not be provided 
to a patient who is known to be currently 
receiving the drug from another treatment 
program using methadone. Except as pro¬ 
vided in item XI of this form, information 
that could identify the patient will be kept 
confidential in compliance with 21 CFR Part 
401. 

VI. The following minimal procedures will 
be used for ongoing care. 

A. Dosage and administration for detoxi¬ 
fication and maintenance treatment: 

1. Methadone will be administered or dis¬ 
pensed in oral form only when used in a 
treatment program. Hospitalized patients 
under care for a medical or surgical condi¬ 
tion are permitted to receive methadone in 
parenteral form, when in the attending 
physician’s professional Judgment it is 
deemed advisable. Although tablet, syrup 
concentrate, or other formulations are per¬ 
mitted to be distributed to the program, all 
& 


FEDERAL REGISTER, VOL 37, NO. 242-—FRIDAY, DECEMBER 15, 1972 














26804 


RULES AND REGULATIONS 




oral medication shall he administered or dis¬ 
pensed in a liquid formulation. The dosage 
shall be formulated in such a way as to 
reduce its potential for parenteral abuse and 
accidental ingestion, and packaged for out¬ 
patient use in special packaging as required 
by 21 CFR 295.2. Any take-out medication 
shall be labeled with the treatment center’s 
name, address and telephone number. Ex¬ 
ceptions may be granted when any of the 
provisions of this subsection are in conflict 
with State law with regard to the adminis¬ 
tering or dispensing of drugs. 

2. In detoxification, the patient may be 
placed on a substitutive methadone admin¬ 
istration schedule when there are significant 
symptoms of withdrawal. The dosage sched¬ 
ules indicated below are recommended but 
may be varied depending upon clinical Judg¬ 
ment. Initially, a single oral dose of 15-20 
milligrams of methadone will often be suffi¬ 
cient to suppress withdrawal symptoms. Ad¬ 
ditional methadone may be provided if with¬ 
drawal symptoms are not suppressed or 
whenever symptoms reappear. When patients 
are physically dependent on high doses of 
methadone, it may be necessary to exceed 
these levels. 40 milligrams per day in single 
or divided doses will usually constitute an 
adequate stabilizing dose level. Stabilization 
can be continued for 2 to 3 days and then the 
amount of methadone will normally be grad¬ 
ually decreased. The rate at which methadone 
is decreased will be determined separately 
for each patient. The dose of methadone can. 
be decreased on a daily basis or in 2 day 
intervals, but the amount of intake shall 
alv/ays be sufficient to keep withdrawal symp¬ 
toms at a tolerable level. In hospitalized 
patients a daily reduction of 20 percent of 
the total daily dose usually will be tolerated 
and will cause little discomfort. In ambula¬ 
tory patients, a somewhat slower schedule 
may be needed. If methadone is administered 
for more than 3 weeks, the procedure is con¬ 
sidered to have progressed from detoxifica¬ 
tion or treatment of the acute withdrawal 
syndrome to maintenance treatment, even 
though the goal and intent may be eventual 
total withdrawal. 

3. In maintenance treatment the initial 
dosage of methadone should control the ab¬ 
stinence symptoms that follow withdrawal 
of narcotic drugs but should not be so great 
as to cause sedation, respiratory depression, 
or other effects of acute intoxification. It is 
Important that the initial dosage be adjusted 
on an individual basis to the narcotic toler¬ 
ance of the new patient. If such a patient 
has been a heavy user of heroin up to the 
day of admission, he may be given 20 milli¬ 
grams orally for the first dose and another 
20 milligrams 4 to 8 hours later, or 40 milli¬ 
grams in a single oral dose. If he enters treat¬ 
ment with little or no narcotic tolerance 
(e.g., if he has recently been released from 
jail or other confinement), the initial dosage 
may be one-half these quantities. When 
there is any doubt, the smaller dose should 
be used Initially. The patient should then be 
kept under observation, and, if symptoms of 
abstinence are distressing, additional 10 mil¬ 
ligram doses may be repeated as needed. 
Subsequently, the dosage should be adjusted 
individually, as tolerated and required, to a 
level of 120 milligrams daily. For dally dos¬ 
ages above 100 milligrams patients shall in¬ 
gest medication under observation 6 days 
per week. These patients will be allowed 
take-home medication for l day per 
week only. Those patients in treatment on 
December 15, 1972 who are receiving a take- 
home dose of more than 100 milligrams per 
day shall have their dosage level reduced to 
100 milligrams per day or less by June 13 , 
1973. A daily dose of 120 milligrams or 
more shall be justified in the medical rec¬ 
ord. For daily dosages above 120 milligrams 


or, beginning June 13, 1973, for take-home 
doses above 100 milligrams per day, prior 
approval shall be obtained from the Food 
and Drug Administration and the State au¬ 
thority. A regular review of dosage level 
should be made by the responsible physician 
with careful consideration given for reduc¬ 
tion of dosage as indicated on an individual 
basis. A new dosage level is only a test level 
until stability is achieved. 

4. Caution shall be taken in the mainte¬ 
nance treatment of pregnant patients. Dos¬ 
age levels shall be maintained as low as pos¬ 
sible if continued methadone treatment is 
deemed necessary. It is the responsibility of 
the program sponsor to assure that each fe¬ 
male patient is fully informed concerning 
the possible risks to a pregnant woman or 
her unborn child from the use of methadone. 

5. Methadone will be administered or dis¬ 
pensed by a practitioner licensed or registered 
under appropriate State or Federal law to 
order narcotic drugs for patients or by an 
agent of the practitioner, supervised by and 
pursuant to the order of the practitioner. 
This agent may only be a pharmacist, reg¬ 
istered nurse, or licensed practical nurse de¬ 
pending upon the State regulations regard¬ 
ing narcotic drug dispensing and administer¬ 
ing administration. The licensed practitioner 
assumes responsibility for the amounts of 
methadone administered or dispensed and 
all changes in dosage schedule shall be re¬ 
corded and signed by the licensed practi¬ 
tioner. 

6. For detoxification, the drug shall be ad¬ 
ministered daily under close observation. In 
maintenance treatment the patient initially 
will ingest the drug under the observation 
daily, or at least 6 days a week, for the first 3 
months. It is recognized that diversion oc¬ 
curs primarily when patients take medica¬ 
tion from the clinic for self-administraion. It 
is also recognized, however, that dally at¬ 
tendance at a program facility may be in¬ 
compatible with gainful employment, edu¬ 
cation, and responsible homemaking. After 
demonstrating satisfactory adherence to the 
program regulations for at least 3 months 
and showing substantial progress In rehabil¬ 
itation by participating actively in the pro¬ 
gram activities and/or by participation in 
educational, vocational, and homemaking ac¬ 
tivities. those patients whose employment, 
education or homemaking responsibilities 
would be hindered by dally attendance may 
be permitted to reduce to three times weekly 
the times when they must Ingest the drug 
under observation. They shall receive no 
more than a 2-day take-home supply. With 
continuing adherence to the program's re¬ 
quirements and progressive rehabilitation 
for at least 2 years after entrance into the 
program, such patients may be permitted 
twice weekly visits to the program for drug 
Ingestion under observation with a 3-day 
take-home supply. Prior to reducing the fre¬ 
quency of visits, documentation of the pa¬ 
tient's progress and the need for reducing the 
frequency of visits shall be recorded. The 
requirements and schedule for when the drug 
must be ingested under supervision may be 
relaxed if the patient has a serious physical 
disability which would prevent frequent vis¬ 
its to the program facility. The Food and 
Drug Administration and the State authority 
shall be notified of such cases. Additional 
medication may also be provided in excep¬ 
tional circumstances such as acute illness, 
family crises, or necessary travel when hard¬ 
ship would result from requiring the custom¬ 
ary observed medication intake for the spe¬ 
cific period. In such circumstances the rea¬ 
sons for providing additional medication will 
be recorded in the clinical record. In circum¬ 
stances of severe illness, infirmity or physical 
disability, an authorized individual (e.g.. a 
licensed practitioner) may deliver or obtain 
tho medication. 


B. In maintenance treatment, a urinalysis 
will be performed randomly at least weekly 
for morphine and monthly for methadone, 
barbiturates, amphetamines, and other drugs 
if indicated. Those patients receiving their 
doses of the drug from medication units will 
also adhere to this schedule. The urine shall 
be collected in a manner which minimizes 
falsification of the samples. The reliability 
of this collection procedure shall be demon¬ 
strated. Laboratories used for testing must 
participate in and be approved by any profi¬ 
ciency testing- program designated by the 
Food and Drug Administration. Any changes 
made in laboratories used for urine testing 
shall have prior approval of the Food and 
Drug Administration. 

C. An adequate clinical record will be 
maintained for each patient. The record will 
contain a copy of the signed consent form(s), 
the date of each visit, the amount of metha¬ 
done administered or dlspensed r the results 
of each urinalysis, a detailed account of any 
adverse reactions, which will also be reported 
within 2 weeks to the Food and Drug Admin¬ 
istration on Form FD-1639, “Drug Experience 
Report,” any significant physical or psycho¬ 
logic disability, the type of rehabilitative and 
counseling efforts employed, an account of 
the patient’s progress, and other relevant as¬ 
pects of the treatment program. For record¬ 
keeping purposes, if a patient misses appoint¬ 
ments for 2 weeks or more without notifying 
the program, the episode of care is considered 
terminated and so noted in the clinical rec¬ 
ord. This does not mean that the patient 
cannot return for care. If the patient does 
return for care and is accepted into the pro¬ 
gram, this is considered a readmlssion and 
so noted in the clinical record. This method 
of recordkeeping helps assure the easy de¬ 
tection of sporadic attendance and decreases 
the possibility of administering inappropri¬ 
ate doses of methadone (e.g., the patient 
who has received no medication for several 
days or more and upon return receives the 
usual stabilization dose). An annual evalu¬ 
ation of the patient’s progress will be re¬ 
corded in the clinical record. 

D. All patients in maintenance treatment 
will be given careful consideration for dis¬ 
continuance of methadone especially after 
reaching a 10 to 20 milligrams dosage level. 
Social rehabilitation shall have been main¬ 
tained for a reasonable period of- time. Pa¬ 
tients should be encouraged to pursue the 
goal of eventual withdrawal from methadone 
and becoming completely drug-free. Upon 
successfully reaching a drug-free state the 
patient should be retained in the program 
for as long as necessary to assure stability 
in the drug-free state, with the frequency of 
his required visits adjusted at the discretion 
of the director. 

VII. To prevent diversion into illicit chan¬ 
nels, adequate security shall be maintained 
over stocks of methadone and over the man¬ 
ner in which it is distributed, as required by 
the Bureau of Narcotics and Dangerous 
Drugs. 

Vm. The program director may establish 
geographically dispersed medication units of 
reasonable size for administering and dis¬ 
pensing medication to patients stabilized at 
their optimal dosage level. The approval of 
such units for any geographic area shall be 
based upon the number and distribution of 
such units within the area. No more than 
30 patients shall be under care at a medica¬ 
tion unit at any one time. These units shall 
be responsible only for administering and 
dispensing medication. Private practitioners 
and community pharmacies may serve as 
medication units. Only after patients have 
been stabilized at their optimal initial dosage 
level may they be referred to a medication 
unit. Subsequent to such referral, the pro¬ 


FEDERAL REGISTER, VOl. 37, NO. 242—FRIDAY, DECEMBER 15, 1972 


42 


RULES AND REGULATIONS 


26805 



gram director shall retain continuing re¬ 
sponsibility for the patient’s care and the 
patient shall be seen at the primary program 
facility at least monthly for medical evalua¬ 
tion and ancillary service. If a private practi¬ 
tioner wishes to provide other service in 
addition to administering and dispensing 
medication and collecting urine samples, the 
practitioner is considered a program compo¬ 
nent or a separate program, depending upon 
the type of services provided. In such case 
the restrictions on the number of patients 
served shall be determined by the staffing 
pattern and resources available. 

IX. All representations in this application 
are currently accurate, and no changes shall 
be made in the program until they have been 
approved by the Food and Drug Administra¬ 
tion and the State authority. 

X. If the program or any individual under 
the program is disapproved, the program di¬ 
rector shall recall the methadone from the 
disapproved sources and return the drug to 
the manufacturer in a manner prescribed by 
the Bureau of Narcotics and Dangerous 
Drugs. 

XT. Inspections of this program may be 
undertaken by the State authority, by the 
Food and Drug Administration and by the 
Bureau of Narcotics and Dangerous Drugs in 
accordance with Federal controlled sub¬ 
stances laws. The Identity of patients will 
be kept confidential except when It is neces¬ 
sary to make follow-up investigations on 
adverse effect information related to use of 
the drug, when the medical welfare of the 
patient woulcj be threatened by a failure to 
reveal such information, or when It Is neces¬ 
sary to verify records relating to approval 
of the program or any portion thereof. In 
all circumstances the provisions of 21 CFR 
Part 401 shall be followed. 

Signature:_ 

(3) Annual Report Form. 

Department of Health, Education, and 
Welfare 

FOOD AND DRUG ADMINISTRATION 

Form FD 2634 Annual Report for Treatment 
Program Using Methadone 

This form shall be completed in triplicate 
by the program sponsor for each calendar 
year. 

One copy is to be sent to the Food and 
Drug Administration and one copy to the 
State authority on or before January 30. 

I. Name or other identification of program 


Address 


II. Total Treatment Capacity_ 

III. Amount of methadone dispensed (in 

grams) during the year:_ 

IV. Number of individuals who applied 

to the program but were not admitted or 
given admission evaluation_ 

V. Number of individuals who were pro¬ 

vided only detoxification one or more 
times - 

VI. Census of patients provided metha¬ 
done maintenance treatment_ 

A. Number under care at the beginning of 

the year being reported _ 

B. Of those in treatment at the beginning 
of the year: 

1. Number continuously under care 

through the year being reported (still under 
care) - 

2. Number discharged or transferred to 
other types of programs and not re¬ 
admitted — 

3. Number discharged or transferred to 

other types of programs and readmitted 
(still under care) _ 

4. Number discharged and readmitted (no 

longer under care) _ 

C. Number admitted to care during year 
not previously treated In this program: 

FEDERAL 


1. Number still under care at the end 

of the year_ 

2. Number discharged or transferred to 
other types of programs and not readmitted 


3. Number discharged or transferred to 

other types of programs and readmitted (still 
under care) _ 

4. Number discharged and readmitted (no 

longer under care) - 

D. Number admitted to care during the 
year __ previously treated in this pro¬ 

gram prior to the past year: 

1. Number still under care at the end of 

the year - 

2. Number discharged or transferred to 
other types of programs and not readmitted 

3. Number discharged and transferred to 

other types of programs and readmitted (still 
under care)_ 

4. Number discharged and readmitted (no 

longer under care) - 

VII. Demographic and treatment charac¬ 
teristics of patients under care at the end 
of the year being reported: 

A. By age and sex: 


Ape Total Male Female 

Under 14. 

14-15. 

16-17. 

18-20.. 

21-25. 

26-15. 

3H5. 

46+. 

B. For the year being reported, give the 
number of patients who have been under 
continuous care for the following periods of 
time: 

Under 3 months... 

3 months to 1 year...... 

1 to 2 years_ 

2 to 5 years_ 

Over 5 years.... 

C. Total number of Individuals treated to 

date _ 

D. For the year being reported, give the 
number of patients stabilized at each dosage 
level: 

Number 

Daily dosage, mgm. of patients 

Under 20_ _ 

20-39 .. .... 

40-59 . 

60-79 . 

80-99 ... 

100-119 ...... 

Over 120- - 

E. For the year being reported, give the 
number of patients seen in the past 8 weeks 
who have fallen in the following categories: 

No positive urinalysis for morphine for 
2 months or more- 

Occasional positive urinalysis for mor¬ 
phine (monthly or less) - 

Frequent positive urinalysis for morphine 
(more than once per month)- 

In program for less than 2 months.. 

For the year being reported, give the num¬ 
ber of patients treated who were pregnant 


VIII. Give the number of patients having 
significant adverse reactions, particularly re¬ 
actions related to hematopoietic, cardiovas¬ 
cular. endocrine, neurologic, and immuno¬ 
logical functions (attach a completed copy 
of Form FD-1639, ’’Drug Experience Report." 
for each incident not previously reported to 
the Food and Drug Administration): 

Type of reaction Number of patients 
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IX. Give the number of patients who have 
died while under methadone care (attach 
a completed copy of Form FD-1639, "Drug 
Experience Report", for each incident not 
previously reported to the Food and Drug 
Adminlstation): 

A. Definitely meth- Number of patients 

adone-related __ - 

B. Not methadone - 

related- - 

Signature _ 

(Program sponsor) 

(4) Patient Consent Form. 

Department of Health, Education, and 
Welfare 

FOOD AND DRUG ADMINISTRATION 

Form FD 2635 Consent for Methadone 
Treatment 

Patient_____Date_ 

Name of practitioner explaining proce¬ 
dures _ 

(Provisions of this consent form may be 
modified to conform to any applicable State 
law.) 

I hereby authorize and give my voluntary 

consent to Dr._ 

(Program medical director) 
and/or any appropriately authorized assist¬ 
ants he may select, to administer or prescribe 
the drug methadone as an element in the 
treatment for my dependence on heroin or 
other narcotic drugs. 

The procedures necessary to treat my con¬ 
dition have been explained to me and I 
understand that it will involve my taking 
dally dosages of methadone, or other drugs, 
which will help control my dependence on 
heroin or other narcotic drugs. 

It has been explained to me that metha¬ 
done is a narcoitc drug which can be harm¬ 
ful if taken without medical supervision. I 
further understand that methadone is an 
addictive medication and may, like other 
drugs used in medical practice, produce ad¬ 
verse results. The alternative methods of 
treatment, the possible risks involved, and 
the possibilities of complications have been 
explained to me, but I still desire to receive 
methadone due to the risk of my return to 
the use of heroin or other drugs. 

The goal of methadone treatment Is total 
rehabilitation of the patient. Eventual with¬ 
drawal from the use of all drugs. Including 
methadone, is an appropriate treatment goal. 
I realize that for some patients methadone 
treatment may continue for relatively long 
periods of time but that periodic consider¬ 
ation shall be given concerning my com¬ 
plete withdrawal from methadone use. 

I understand that I may withdraw from 
this treatment program and discontinue the 
use of the drug at any time and I shall 
be afforded detoxification under medical 
supervision. 

I agree that I shall inform any doctor who 
may treat me for any medical problem that 
I am enrolled in a methadone treatment pro¬ 
gram, since the use of other drugs in con¬ 
junction with methadone may cause me 
harm, 

I also understand that during the course 
of treatment, certain conditions may make 
It necessary to use additional or different 
procedures than those explained to me. I 
understand that these alternate procedures 
shall be used when In the Program or Med¬ 
ical Director’s professional Judgment it is 
considered advisable. 


(For female patients of child-bearing age) 

To the best of my knowledge, I (am/am 
not) pregnant at this time. 

Besides the possible risks involved with 
the long-term use of methadone, I further 
understand that, like heroin and other nar¬ 
cotic drugs, information on its effects on 

15, 1972 
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pregnant women and on their unborn chil¬ 
dren is at present inadequate to guarantee 
that it may not produce significant or seri¬ 
ous side effects. 

It has been explained to me and I under¬ 
stand that methadone is transmitted to the 
unborn child and will cause physical de¬ 
pendence. Thus, If I am pregnant and sud¬ 
denly stop taking methadone, I or the un¬ 
born child may show signs of withdrawal 
which rhay adversely affect my pregnancy or 
the child. I shall use ho other drugs with¬ 
out the medical director or his assistants' ap¬ 
proval, since these drugs, particularly as they 
might interact with methadone, may harm 
me or my unborn child. I shall inform any 
other doctor who sees me during my present 
or any future pregnancy or who sees the child 
after birth, of my current or past participa¬ 
tion in a methadone treatment program in 
order that he may properly care for my child 
and me. 

It has been explained to me that after the 
birth of my child I should not nurse the baby 
because methadone Is transmitted through 
the milk to the baby and this may cause 
physical dependence on methadone in the 
child. I understand that for a brief period 
following birth, the child may show tempo¬ 
rary Irritability or other ill effects due to my 
use of methadone. It is essential for the 
child’s physician to know of my participation 
in a methadone treatment program so that 
he may provide appropriate medical treat¬ 
ment for the child. 

All the above possible effects of methadone 
have been fully explained to me and I un¬ 
derstand that at present, there have not 
been enough studies conducted on the long 
term use of the drug to assure complete 
safety to my child. With full knowledge of 
this, I consent to Its use and promise to In¬ 
form the Medical Director or one of hls 
assistants immediately if I become pregnant 
in the future. 


(For patients under 18 years of age) 

The patient is a minor,_ 

years of age. born,.... 

The risks of the use of methadone have been 
explained to (me/us) and (I/we) under¬ 
stand that methadone is a drug on which 
long-term studies are still being conducted 
and that Information on Its effects In ado¬ 
lescents is Incomplete. It has been explained 
to (me/us) that methadone is being used In 
the minor’s treatment only because the risk 
of (his/her) return to the use of heroin Is 
sufficiently great to Justify this treatment. 
(I/We) declare that participation In the 
methadone treatment program is wholly vol¬ 
untary on the part of both the (parent(s)/ 
guardian(s)) and the patient and that meth¬ 
adone treatment may be stopped at any time 
on (my/our) request or that of the patient. 
With full knowledge of the potential bene¬ 
fits and possible risks involved with the use 
of methadone in the treatment of an ado¬ 
lescent, (I/we) consent to Its use upon the 
minor, since (I/we) realize that otherwise 
(he/she) shall continue to be dependent 
upon heroin or other narcotic drugs. 

I certify that no guarantee or assurance 
has been made as to the results that may 
be obtained from methadone treatment. 
With full knowledge of the potential bene¬ 
fits and possible risks involved, I consent 
to methadone treatment, since I realize that 
I would otherwise continue to be dependent 
on heroin or other narcotic drugs. 

Patient _ 

Date- 

Date of birth_ 

Parent(s) or guardian(s) ___ 

Relationship _ 

Witness_ 

(5) Hospital Application. 
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Department of Health. Education, 
and Welfare 

FOOD AND DRUC ADMINISTRATION 

Form FD 2636 Hospital Request for Metha¬ 
done for Analgesia in Severe Pain and 

for Detoxification and Temporary Mainte¬ 
nance Treatment 

Name of hospital____ 

Address___ 

Commissioner. 

Food and Drug Administration, 

Bureau of Drugs (BD-106). 

Rockville. Md. 20852. 

Dear Sir: As hospital administrator. I sub¬ 
mit this request for approval to receive sup¬ 
plies of methadone to be used for analgesia 
in severe pain and for detoxification and 
and maintenance treatment^ in accord with 
§ 130.44 of the new drug regulations. I 
understand that the failure to abide by the 
requirements described below may result in 
revocation of approval to receive shipments 
of methadone, seizure of the drug supply on 
hand, injunction, and criminal prosecution. 

I. The name of the individual (pharma¬ 

cist) responsible for receiving and securing 
supplies of methadone is___ 

II. There are a total of..beds in 

the hospital. 

III. A general description of the hospital 
and nature of patient care undertaken is 
attached. 

IV. The anticipated quantity of metha¬ 
done needed per year is.(Gms.). 

V. Methadone is permitted to be adminis¬ 
tered or dispensed only for detoxification or 
temporary treatment of hospitalized pa¬ 
tients, and for analgesia in severe pain for 
hospitalized patients and outpatients. If 
methadone is administered for treatment 
of heroin dependence for more than 3 weeks, 
the procedure passes from treatment of the 
acute withdrawal syndrome (detoxification) 
to maintenance treatment. Maintenance 
treatment is permitted to be undertaken only 
by approved methadone programs. This does 
not preclude the maintenance treatment of 
an addict who is hospitalized for treatment 
of medical conditions other than addiction 
and who requires temporary maintenance 
treatment during the critical period of his 
stay whose enrollment in a program which 
has approval for maintenance treatment 
using methadone has been verified. 

VI. Prior to filing a physician’s prescrip¬ 
tion for methadone for outpatients. I shall 
obtain from the physician a statement indi¬ 
cating that all such prescriptions written by 
him shall be limited to use for analgesia in 
severe pain and his agreement to maintain 
records to substantiate such use. These rec¬ 
ords will be available In the hospital or made 
available at the request of the hospital ad¬ 
ministrator. On January 30 of each year, 
the hospital shall report to the Food and' 
Drug Administration the names and ad¬ 
dresses of all physicians who prescribed 
methadone for analgesia on an outpatient 
basis during the previous year. 

VII. Prescriptions for analgesia may be 
filled only If they are written by a physician 
who has submitted the required statement 
to the hospital. 

VIII. Accurate records shall be maintained 
showing dates, quantity, and batch or code 
marks of the drug for Inpatient and outpa¬ 
tient treatment. The records shall be retained 
for a period of 3 years. 

IX. The Food and Drug Administration and 
the State authority may inspect supplies of 
the drug and evaluate the uses to which the 
drug is being put. The identity of the patient 
will be kept confidential except when it is 
necessary to make follow-up investigations 
on adverse effect information related to the 
drug, when the medical welfare of the pa¬ 
tient would be threatened by a failure to 
reveal such information, or when it is neces¬ 
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sary to verify records relating to approval of 
the hospital or any portion thereof. The con¬ 
fidentiality requirements of 21 CFR Part 401 
shall be followed. 

Signature___ 

(Hospital official) 

2. A new paragraph (b) is added to 
§ 130.48 as follows: 

§ 130.48 Drugs lliat are subjects of ap¬ 
proved new-drug applirations and 
that require special studies, records, 
and reports. 

* • « • . 

lbi Methadone. Methadone may be 
used as an analgesic in severe pain, for 
the detoxification of narcotic addicts, 
and as an oral substitute for heroin or 
other morphine-like drugs, in the main¬ 
tenance treatment of narcotic addicts, 
pursuant to the conditions established in 
§ 130.44. Further data and information 
are required to establish the safety and 
effectiveness of methadone under a va¬ 
riety of conditions during widespread and 
long-term use. In view of the tremendous 
public health and social problems asso¬ 
ciated with the use of heroin, the demon¬ 
strated usefulness of methadone in treat¬ 
ment, the lack of a safe and effective 
alternative drug or treatment modality, 
the need for additional safety and effec¬ 
tiveness data on methadone, and the 
danger to health that could be created 
by uncontrolled distribution and use of 
methadone, the Commissioner of Food 
and Drugs finds that it is not in the 
public interest either to withhold the 
drug from the market until it has been 
proved safe and effective under all condi¬ 
tions of use or to grant full approval for 
unrestricted distribution, prescription, 
dispensing, or administration of metha¬ 
done. The Commissioner therefore con¬ 
cludes that it is essential to the public 
interest to prescribe detailed conditions 
for safe and effective use of methadone, 
utilizing the IND and NDA control mech¬ 
anisms and the authority granted under 
the Comprehensive Drug Abuse Preven¬ 
tion and Control Act of 1970, to assure 
that the required additional information 
for assessing the safety and effective¬ 
ness of methadone is obtained, to main¬ 
tain close control over the safe distribu¬ 
tion, administration, and dispensing of 
the drug, and to detail responsibilities 
for such control. The conditions estab¬ 
lished in § 130.44 constitute a deter¬ 
mination of the appropriate methods of 
professional practice in the medical 
treatment of the narcotic addiction of 
various classes of narcotic addicts with 
respect to the use of methadone, pur¬ 
suant to section 4 of the Comprehensive 
Drug Abuse Prevention and Control Act 
of 1970. 

(1) Effective date. Paragraphs (d)(3) 
(ii), (d) (3) (iv), (g)(1), (g)(2), and 
(g)(3) of § 130.44, become effective De¬ 
cember 15, 1972. The remainder of 
§ 130.44 and § 130.48 become effective 
March 15, 1973. 

Dated: December 7,1972. 

Charles C. Edwards, 

Commissioner of Food and Drugs. 

[FR Doc.72-21306 Filed 12-14-72:8:45 am) 
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DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Food and Drug Administration 

[Docket No FDC-D-575| 

METHADONE 

Proposed Withdrawal of New Drug 

Applications; Notice of Opportunity 

for Hearing 

In the Federal Register of January 7, 
1972 <37 F.R. 201'. the Commissioner of 
Food and Drugs added a new 5 130.48 
Drugs that are subjects of approved new- 
drug applications and that require spe¬ 
cial studies, records, and reports to the 
new drug regulations. In the Federal 
Register of April 6. 1972 (37 F.R. 6940 >. 
the Commissioner proposed special re¬ 
quirements for use of methadone. A final 
order regarding this proposal is pub¬ 
lished elsewhere in this issue of the Fed¬ 
eral Register. 

For reasons stated in the April 6, 1972 
proposal, and the final order, the Com¬ 
missioner concludes that there is a lack 
of substantial evidence that methadone 
is safe and effective for detoxification, 
analgesia, or antitussive use under the 
conditions of use that presently exist. 
Therefore, notice is given to the holders 
of the new drug applications for metha¬ 
done that the Commissioner proposes to 
issue an order under section 505(e) of the 
Federal Food, Drug, and Cosmetic Act 
(21 U.S.C. 355(e)) withdrawing approval 
of the following new drug applications 
and all amendments and supplements 
thereto: 

1. Methadone (Dolophine) HC1 Tab¬ 
lets, Injectable, Suppository: by Eli Lilly 
& Co., Box 618, Indianapolis, Ind. 46206. 
(NDA 6134). 

2. Methadone HC1 Tablets, Injectable: 
by Hoffmann-LaRoche Inc., Nutley, N.J. 
07110. (NDA 6305). 

3. Methadone HC1 Injectable, Tablets, 
Elixir; by Parke, Davis & Co., Joseph 
Campau Avenue, At the River, Detroit, 
Mich. 48232. (NDA 6310). 

4. Methadone HC1 Tablets, Injectable; 
by The Upjohn Co., 7171 Portage Road, 
Kalamazoo, Mich. 49002. (NDA 6311). 

5. Methadone HC1 Ampuls; by S. E. 
Massengill Co., 527 Fifth Street, Bristol, 
Tenn. 37620. (NDA 6345). 


6. Methadone HC1 Tablets, Injectable; 
by Wm S. Merrell Co., Division Richard- 
son-Merrell Inc., 110 East Amity Road. 
Cincinnati, Ohio 45215. (NDA 63701. 

7. Methadone HC1 Tablets: by Mallin- 
ckrodt Chemical Works. 3600 North Sec¬ 
ond Street, Box 5439, St. Louis. Mo. 63160. 
i NDA 6383). 

8. Methadone (Amidone i HC1 Tablets. 
Elixir, Injectable; by S. F. Durst & Co., 
Inc.. 5317 North Third Street. Philadel¬ 
phia. Pa. 19120. (NDA 6504 >. 

In accordance with the provisions of 
section 505 of the Act (21 U.S.C. 3551 . 
and the regulations promulgated there¬ 
under (21 CFR Part 130'. the Com¬ 
missioner hereby gives the applicants an 
opportunity for a hearing to show why- 
approval of the new drug applications 
should not be withdrawn. 

Within 30 days after publication 
hereof in the Federal Register the ap¬ 
plicants are required to file with the 
Hearing Clerk. Department of Health. 
Education, and Welfare. Room 6-88. 
5600 Fishers Lane. Rockville. Md. 20852, 
a written appearance electing whether 
or not to avail themselves of the oppor¬ 
tunity for a hearing. Failure of an ap¬ 
plicant to file a written appearance of 
election within said 30 days will con¬ 
stitute an election by him not to avail 
himself of the opportunity for a hearing. 

If no applicant elects to avail himself 
of the opportunity for a hearing, the 
Commissioner without further notice will 
enter a final order withdrawing approval 
of the applications. 

If an applicant elects to avail himself 
of the opportunity for a hearing, he must 
file, within 30 days after publication of 
this notice in the Federal Register, a 
written appearance requesting the hear¬ 
ing, giving the reasons why approval of 
the new drug applications should not be 
withdrawn, together with a well-organ¬ 
ized and full factual analysis of the data 
he is prepared to prove in support of his 
opposition, A request for a hearing may 
not rest upon mere allegations or denials, 
but must set forth specific facts showing 
that a genuine and substantial issue of 
fact requires a hearing (21 CFR 
130.14(b)). 

If review of the data submitted by an 
applicant warrants the conclusion that 
there exists substantial evidence demon¬ 


strating the safety and effectiveness of 
the product under existing conditions of 
use, the Commissioner will rescind this 
notice of opportunity for hearing. 

If review of the data in the applica¬ 
tions and data submitted by the appli¬ 
cants in a request for a hearing, to¬ 
gether with the reasoning and factual 
analysis in a request for a hearing, war¬ 
rants the conclusion that no genuine and 
substantial issue of fact precludes the 
withdrawal of approval of the applica¬ 
tions. the Commissioner will enter an 
order of withdrawal making findings and 
conclusions on such data. 

If. upon the request of the new drug 
applicants, a hearing is justified, the is¬ 
sues will be defined, a hearing examiner 
will be named, and he shall issue, as 
soon as practicable after the expiration 
of such 30 days, a written notice of the 
time and place at which the hearing will 
commence. The hearing contemplated 
by this notice will be open to the public 
except that any portion of the hearing 
that concerns a method or process the 
Commissioner finds entitled to protection 
as a trade secret will not be open to the 
public, unless the respondent specifies 
otherwise in his appearance. 

Requests for a hearing and/or elec¬ 
tions not to request a hearing may be 
seen in the Office of the Hearing Clerk 
(address given above> during regular 
business hours. Monday through Friday. 

New drug application holders may 
submit, within 30 days after the date of 
publication of this notice in the Federal 
Register, a supplemental new drug ap¬ 
plication requesting approval for the 
manufacture and distribution of metha¬ 
done pursuant to §5 130.44 and 130.- 
48(b). Upon submission and approval of 
any such supplement the Commissioner 
will rescind this notice of opportunity 
for hearing for that applicant. 

This notice is issued pursuant to pro¬ 
visions of the Federal Food, Drug, and 
Cosmetic Act (sec. 505, 52 Stat 1052- 
1053, as amended; 21 U.S.C. 355) and 
under the authority delegated to the 
Commissioner (21 CFR 2.120'. 

Dated: December 7, 1972. 

Charles C. Edwards, 
Commissioner of Food and Drugs. 
|FR Doc. 72-21305 Filed 12-14-72:8:45 am| 
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ance with any provision of this port, the 
Board may by order modify such com¬ 
pany rule to the extent necessary to con¬ 
form the rule to the provisions of the 
part. 

Effective July 10, 1973. 

Adopted May 7, 1973. 

By the Civil Aeronautics Board. 

Cse&lJ Edwh Z. Holland. 

. Secretary. 

[WU Doc.73-9320 Filed 5-9-73:3:45 am] 


2 years shall be subject to periodic re¬ 
consideration for discontinuance of such 
treatment. 


Des»AaT&£E*r? or Health, Education, and 
V/ZLS-AHZ 

FOOD A HD DRUG AOMimSTRATSOH 

Form FD 263'2 Application for Approval of 
Uso of Methadone La a Treatment Program 


Dated May 4.1973. 

Sam D. Fins, 

Associate Commissioner for 
Compliance. 
|FH Doc.73-9261 Filed 5-9-73:8:45 arn] 


Title 21—Food and Drugs 
CHAPTER !—-FOOD AND DRUG ADMINIS¬ 
TRATION, DEPARTMENT CF HEALTH, 
EDUCATION, AND WELFARE 

SUBCHAPTER C—DRUGS 

IPART 130—NEW DRUGS 
Listing of Methadone With Special 
Requirements for Use 
The Honorable Paul G. Rogers. Mem¬ 
ber of Congress from Florida. Chairman 
oi the Subcommittee on Public Health 
and Environment of the Committee on 
Interstate and Foreign Commerce. U.S. 
House of Representatives, has written the 
Commissioner of Food and Drugs to re¬ 
quest revision of the regulations govern¬ 
ing methadone, published in the Federal 
Register of December 15. 1972 (37 FTt 
26789), to include a requirement for dis¬ 
continuance of methadone after 2 years 
of treatment unless, based on clinical 
Judgment, the patient’s status indicates 
Shat treatment with methadone should 
be continued for a longer period of time. 
The Commissioner concurs in this sug¬ 
gestion and regards it as a clarification 
of the Intent of the regulations. 

Therefore, pursuant to the provisions 
of sections 505 and 701(a) of the Fed¬ 
eral Food, Drug, and Cosmetic Act as 
amended (21 U.S.C. 355. 371* a)). section 
303(a) of the Public Health Service Act 
as amended <42 U.S.C. 242a« a) >, and sec¬ 
tion 4 of the Comprehensive Drug Abuse 
Prevention and Control Act of 1970 (42 
U.S.C. 257(a)), and under authority dele¬ 
gated to the Commissioner (21 CFR 
2.120), part 130 is amended in 5 130.44 
by adding two new sentences to the end 
of paragraph (d> (8). by adding the same 
two new sentences to the end of item 
XX-D. of Form FD 2632 in paragraph <k> 
(1), and by adding the same two new 
sentences to the end of Item VIJD. of 
Form FD 2633 in paragraph (b)(2), as 
follows: 

§ 130.44 Conditions for j»*e of metha¬ 
done. 


($) ® • 0 Maintenance treatment 
using methadone shall be discontinued 
within 2 years after such treatment ts 
begun unless, based upon clinical judg¬ 
ment recorded in the clinical record for 
the patient, the patient’s status indicates 
that such treatment should be comrued 
for & longer period of tLme. Any patient 
continued on methadone for longer than 


D. • * • Maintenance treatment using 
methAdone shall be discontinued •within 2 
years after such treatment Is begun unless, 
based upon clinical Judgment recorded In the 
clinical record for the patient, the patient’s 
status indicates that such treatment should 
ba continued for a longer period of time. Any 
patient continued on methadone for longer 
than 2 years shall be subject to periodic re-* 
consideration for ditcon urman oe of such 
treatment. 


Dstpastmxnt or Health. Eswcatsow, akb 
WsxrAas 

tood and nano ad mxiyxstoatw 

Form FD 2633 Medical Responsibility State¬ 
ment for Use of Me th adorn Lq a Treat¬ 
ment Program 


D. • • • Maintenance treatment using 
methadone shall be discontinued within 2 
years after such treatment Is begun unless, 
based upon clinical Judgment recorded In 
the clinical record for the patient, the pa¬ 
tient’s status indicates that such treatment 
should be continued for a longer period of 
time. Any patient continued on methadone 
for longer than 2 years shall be subject to 
periodic reconsideration for -AisconUauanc® 
of such treatment. 

• • • r • • 

The Commissioner finds tl\at publica¬ 
tion of a proposal on this matter, time 
for comment, and delayed effective date, 
arc irr.piacticable. unnecessary, and con¬ 
trary to the public interest* since the 
change made is merely a clarification of 
the intent of the regulation previously 
published and the regulation is just be-* 
ing implemented throughout the country 
and should therefore include this clari¬ 
fication immediately. The clarification 
further protects the health and safety 
of patients treated with methadone and 
Is consLstent with the errlier regulation 
on which substantial relevant comment 
was received, and no further purpose 
would be served by delaying- this clari¬ 
fication until further comment of the 
type already received has been obtained. 

Effective date. —This order shall be¬ 
come effective on May 10, 19T3L 
(Sees. 505 »nd 701 (a) of the Fedtecal Food. 
Drug, and Cosmetic Act as Amended (21 
C.S.C. 355. 371(a)). sec. 303(a) of tint Pub¬ 
lic Health Service Ace as amended i-r.l US C. 
7422.1 a). ar.d section 4 of the Compra-henslr* 
Drug Abuse Prevention and Con trot Act of 
1970 (42 US.C. 257(A).) 
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Title 21—Food and-Drugs 

CHAPTER I—FOOD AND DRUG ADMINIS¬ 
TRATION, DEPARTMENT OF HEALTH, 

EDUCATION, AND WELFARE 

SUBCHAPTER D—DRUGS FOR HUMAN USE 

[Recodiflcation Docket No. 5] 

Reorganization and Republication 

The Commissioner of Food and Drugs, 
for the purposes of establishing an or¬ 
derly development of informative regula¬ 
tions for the Food and Drug Administra¬ 
tion, furnishing ample room for expan¬ 
sion of such regulations in years ahead, 
and providing the public and affected in¬ 
dustries with regulations that are easy 
to find, read, and understand, has ini¬ 
tiated a recodiflcation program for 
Chapter I of Title 21 of the Code of Fed¬ 
eral Regulations. 

This is the fifth document in a series 
of recodification documents that will 
eventually include all regulations ad¬ 
ministered by the Food and Drug Ad¬ 
ministration. 

The volume of regulatory material for 
human drugs under Subchapter C— 
Drugs requires that these regulations be 
recodified in two documents. This, the 
fifth document, recodifies drug regula¬ 
tions in current Parts 130, 131, 164, 165, 
and 167. Another, a sixth document, per¬ 
taining to procedural regulations and in¬ 
dividual drug monographs for antibiotic 
drugs for human use, will be published 
in the Federal Register prior to the re¬ 
vision of the annual volume of the Code 
of Federal Regulations relating to Parts 
141 through 599, which is scheduled for 
May 1,1974. 

Regulations for human drugs formerly 
under Parts 130, 131, 164, 165, and 167 of 
Subchapter C—Drugs have been reor¬ 
ganized into a new Subchapter D—Drugs 
for Human Use in an effort to provide 
greater clarity and convenience to the 
user. The following table shows the rela¬ 
tionship of the CFR section numbers 
under Subchapter C prior to this repub¬ 
lication to their redesignation reflected 
In the new Parts 310, 312, 314, 328, 329, 
330, 369, and 429 of Subchapter D: 

Old. section New section 


130.1 

310.3 

130.2 

310.4 

130.3 

312.1 

130.3a 

312.9 

130.3b 

312.10 

130.4 

314.1 

130.6 

314.110 

130.6 

314.100 

130.7 

314.6 

130.8 

314.7 

130.9 

314.8 

130.10 

314.106 

130.11 

314.9 

130.12 

314.111 

130.13 

310.300 

130.13a 

310.301 

130.13b 

314.13 

130.14 

314.200 

130.15 

314.201 

130.16 

314.202 

130.17 

314.203 

130.18 

314.204 

130.19 

314.220 

130.20 

314.221 

130.21 

314.222 

130.22 

314.206 

130.23 

314.306 

130.24 

314.230 


Old section New section 


130.25 

314.231 

130.26 

314.232 

130.27 

314.115 

130.28 

314.120 

130.29 

314.121 

130.30 

314.12 

130.31 

314.235 

130.32 

314.11 

130.33 

314.10 


Therefore, 21 CFR is amended by re¬ 
designating Parts 130, 131, 164, 165, and 
167 of Subchapter C as Parts 310, 312. 
314, 328, 329. 330, 369, and 429 of Sub¬ 
chapter D—Drugs for Human Use. and 
republished to read as follows: 

Suchapter D—Drugs for Human Use 
Part 



New Drugs. 

New Drugs for Investigational Use. 

New Drug Applications. 

In Vitro Diagnostic Products. 

Habit Forming Drugs. 

Over-the-Counter (OTC) Human 
Drugs Generally Recognized as 
Safe and Effective and Not 
Misbranded. 

Interpretative Statements Re 
Warnings on Drugs and Devices 
for Over-the-Counter Sale. 

Drugs Composed Wholly or Partly 
of Insulin. 


130.101 310.200 

130.102 310.201 


PART 310—NEW DRUGS 


130.201 
130.301(a) (1) 

through ( 12 ) 

130.301(a) (13) 
130.301(b) 

130.302 

130.303 

131.1 

131.2 

131.3 

131.4 

131.5 

131.6 

131.7 

131.8 

131.9 

131.10 

131.15 

131.16 

131.17 
131.25 

164.1 

164.2 

164.3 


314.300 

330.10 

330.11 
330.5 

330.1 

330.12 

369.1 

369.2 

369.3 

369.4 

369.5 

369.6 

369.7 

369.8 

369.9 

369.10 

369.20 

369.21 

369.22 
369.30 
429.3 

429.40 

429.41 


Subpart A—General Provisions 

Sec. 

310.3 Definitions and Interpretations. 

310.4 Biologies; products subject to li¬ 

cense control. 

310.6 Applicability of Drug Efficacy Study 
Implementation Notices and No¬ 
tices of Opportunity for Hearing 
to Identical, related, and similar 
drug products. 

310.9 Designated Journals. 

Subpart B—Specific Administrative Rulings and 
Decisions 

310.100 New-drug status opinions; state¬ 

ment of policy. 

310.101 FD&C Red No. 4; procedure for dis¬ 

continuing use In new drugs for 
Ingestion; statement of policy. 

310.102 Consent for use of Investigational 

new drugs (IND) on humans; 
statement of policy. 

310.103 New-drug substances intended for 

hypersensitivity testing. 


164.4 

164.5 

164.6 

164.7 

164.8 

164.9 

164.10 


429.45 

429.10 

429.11 

429.12 
429.60 
429.47 
429.55 


Subpart C—New Drugs Exempted From 
Prescription-Dispensing Requirements 

310.200 Prescription-exemption procedure. 

310.201 Exemption for certain drugs lim¬ 

ited by new-drug applications to 
prescription sale. 


164.11 

429.25 

164.12 

429.26 

164.15 

429.30 

164.16 

429.50 

165.1 

329.1 

165.2 

329.10 

165.5 

329.20 

167.1 

328.3 

167.2 

328.10 

167.3 

328.30 

167.4 

328.4 

167.5 

328.34 

167.6 

328.36 

167.7 

328.20 


The changes being made are nonsub¬ 
stantive in nature and for this reason 
notice and public procedure axe not pre¬ 
requisites to this promulgation. For the 
convenience of the user, the entire text 


Subpart D—Records and Reports 

310.300 Records and reports concerning ex¬ 

perience on drugs for which an 
approval is in effect. 

310.301 Reporting of adverse drug experi¬ 

ences. 

310.302 Records and reports on new drugs 

and antibiotics for use by man 
for which applications or certifi¬ 
cation forms 5 and 6 became effec¬ 
tive or were approved prior to 
June 20, 1963. 

310.303 Contlnuaton of long-term studies, 
records, and reports on certain 
drugs for which new-drug appli¬ 
cations have been approved. 

1.304 Drugs that are subjects of approved 
new-drug applications and that 
require special studies, records, 
and reports. 


of Parts 310, 312, 314, 328, 329, 330, 369, 
and 429 of Subchapter D are set forth 
below. 

Dated: March 27,1974. 

Sam D. Fine, 
Associate Commissioner 
for Compliance. 


Subpart E—Requirements for Specific New 
Drugs or Devices 

310.500 Dlgoxln products for oral use; con¬ 

ditions for marketing. 

310.501 Oral contraceptive preparations; 

labeling directed to the patient. 

310.502 Certain Intrauterine devices for hu¬ 

man uso for the purpose of con¬ 
traception. 


310.503 Requirements regarding certain 

radioactive drugs. 

310.504 Amphetamines (amphetamine, dex- 

FEDERAL REGISTER, VOL. 39, NO. 62— FRIDAY, MARCH 29, 1974 troamphetamlne, and their salts 

and levamfetamlne and its salts) 
for human use. 

310.505 Conditions for use of methadone. 


Authority: Secs. 502, 503. 605, 701, 52 Stat. 
1051, 1052. 1053. 1056. as amended (21 USC 
352. 353. 355, 371) (5 U.S.C. 654). unless 
otherwise noted. 
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EDUCATION, AND Wi ll ARE 

food and Dttij; Administration 

1 21 crn i’,nt 3io ] 

METHADONE 

Multiple Eniollmoiit Prevention 

Section 310 505'c > 1 ill '21 CI*'H 310.- 
503(c) 1 3> ', ton lie i ly § lilt) -14»«e> * 3 * of 
Part 130, recodified in the Fkdkhai. IU:r.- 
Jster ot March 29, 1971 (39 Fit 11GB0), 
was promulp.ated in contemplation of 
the development of nn ltlenliiication 
system, one of the purposes of which, 
would be to Indicate when a dnirt almsc 
patient was siimiltaneously enrolled in 
two or more methadone programs. No 
Federal system has tlius far been de¬ 
veloped. and to the extent Hint multiple 
enrollment has been a problem, it has 
been dealt with on a local basis. The 
present requirement of an aareeincnt to 
participate in a patient Identification 
system designated and approved by the 
Food and Drut; Administration therefore 
serves no useful purpose, and lias been 
the source of some confusion. 

Therefore, pursuant to provisions of 
the Federal Food, Druir. and Cosmetic 
Act (sees. 505, 701(a), 52 Stut. 1052-1053, 
as amended, 1055; 21 U.S.C. 355, 371(a)), 
section 303(a) of the Public, Health Serv¬ 
ice Art as amended (sec. 303, GO Slat. 423, 
as amended; 42 U.S.C. 242a(a>), and sec¬ 
tion 4 of the Comprehensive Druir Abuse 
Prevention and Control Aet of 1D70 (see. 
4. 04 Slat. 1241; 42 U.S.C. 257a). and 
under authority delegated to the Com¬ 
missioner of Food and Drugs (21 CFIt 
2.120), it Is proposed that §310.505 
Conditions for use of Methadone he 
amended by deleting paragraph (e)(3). 

Interested persons may, on or before 
Juno 17. 1974, tile with the Hearing 
Clerk, Food and Drug Administration, 
Ifoom G-8G, 5GOO Fishers Lane. Hoekville. 
ML) 20(152, written comments (preferably 
in quintupiicatci regarding this pro- 
l»sal. Comments may be accompanied by 
a mcmoi andum or brief in support there¬ 
of. Heeeived comments may tic seen in 
the above ollleo during working limns, 
Monday through Friday. 

Dated; May 13. 1974. 

Sam D. Fine, 
Associale Com in issinner 
for CamiditiHcc. 

JFn Dor 74 11 SOU Filed 0 1G-7I.0 I ft anil 
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DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE Form Approved 

PUBLIC HEALTH SERVICE 0MB ^°• ff 7R 0098 

FOOD AND DRUG ADMINISTRATION DATE 

CONSENT TO METHADONE TREATMENT 

(Provisions of this form may be modified to conform to any applicable State law) 

NAME OF PATIENT 


NAME OF PRACTITIONER EXPLAINING PROCEDURES 


NAME OF PROGRAM MEDICAL DIRECTOR 


I hereby authorize and give my voluntary consent to the above named Program Medical 
Director and/or any appropriately authorized assistants he may select, to administer 
or prescribe the drug methadone as an element in the treatment for my dependence on 
heroin or other narcotic drugs. 

The procedures necessary to treat my condition have been explained to me and I under¬ 
stand that it will involve my taking daily dosages of methadone, or other drugs, which 
will help control my dependence on heroin or other narcotic drugs. 

It has been explained to me that methadone is a narcotic drug which can be harmful 
if taken without medical supervision. I further understand that methadone is an 
addictive medication and may, like other drugs used in medical practice, produce 
adverse results. The alternative methods of treatment, the possible risks involved, and the 
possibilities of complications have been explained to me, but I still desire to receive 
methadone due to the risk of my return to the use of heroin or other drugs. 

The goal of methadone treatment is total rehabilitation of the patient. Eventual with¬ 
drawal from the use of all drugs, including methadone, is an appropriate treatment goal. 

I realize that for some patients methadone treatment may continue for relatively long 
periods of time but that periodic consideration shall be given concerning my complete 
withdrawal from methadone use. 

I understand that I may withdraw from this treatment program and discontinue the use 
of the drug at any time and I shall be afforded detoxification under medical supervision. 

I agree that I shall inform any doctor who may treat me for any medical problem that I 
am enrolled in a methadone treatment program, since the use of other drugs in conjunction 
with methadone may cause me harm. 

I also understand that during the course of treatment, certain conditions may make it 
necessary to use additional or different procedures than those explained to me. I under¬ 
stand that these alternate procedures shall be used when in the Program or Medical 
Director’s professional judgment it is considered advisable. 


FORM FD 2635 (12/72) 


(See reverse of this sheet for additional consent elements) 


















FEMALE PATIENTS OF CHILD-BEARING AGE 


PATIENTS UNDER 18 YEARS OF AGE 


To the best of my knowledge, I □ am Dam not pregnant at 
this time. 

Besides the possible risks involved with the long-term use of metha¬ 
done, 1 further understand that, like heroin and other narcotic 
drugs, information on its effects on pregnant women and on their 
unborn children is at present inadequate to guarantee that it may 
not produce significant or serious side effects. 

It has been explained to me and I understand that methadone is 
transmitted to the unborn child and will cause physical dependence. 
Thus, if I am pregnant and suddenly stop taking methadone, I or 
the unborn child may show signs of withdrawal which may adversely 
affect my pregnancy or the child. 1 shall use no other drugs without 
the Medical Director or his assistants' approval, since these drugs, 
particularly as they might interact with methadone, may harm me 
or my unborn child. 1 shall inform any other doctor who sees me 
during my present or any future pregnancy or who sees the child 
after birth, of my current or past participation in a methadone 
treatment program in order that he may properly care for my 
child and me. 

It has been explained to me that after the birth of my child 1 
should not nurse the baby because methadone is transmitted 
through the milk to the baby and this may cause physical depend¬ 
ence on methadone in the child. I understand that for a brief period 
following birth, the child may show temporary irritability or other 
ill effects due to my use of methadone. It is essential for the child’s 
physician to know of my participation in a methadone treatment 
program so that he may provide appropriate medical treatment for 
the child. 

All the above possible effects of methadone have been fully ex¬ 
plained to me and 1 understand that at present, there have not been 
enough studies conducted on the long term use of the drug to 
assure complete safety to my child. With full knowledge of this, I 
consent to its use and promise to inform the Medical Director or 
one of his assistants immediately if I become pregnant in the future. 


The patient is a minor,_years of age, born, __ 

The risks of the use of methadone have been explained to (me/us) 
and (I/we) understand that methadone is a drug on which long-term 
studies are still being conducted and that information on its effects 
in adolescents is incomplete. It has been explained to (me/us) that 
methadone is being used in the minor's treatment only because the 
risk of (his/her) return to the use of heroin is sufficiently great to 
justify this treatment. (I/We) declare that participation in the metha¬ 
done treatment program is wholly voluntary on the part of both the 
(parent(s)/guardian(s)) and the patient and that methadone treatment 
may be stopped at any time on (my/our) request or that of the 
patient. With full knowledge of the potential benefits and possible 
risks involved with the use of methadone in the treatment of an 
adolescent, (I/we) consent to its use upon the minor, since (I/we) 
realize that otherwise (he/she) shall continue to be dependent upon 
heroin or other narcotic drugs. 



I certify that no guarantee or assurance has been made as to the results that may be obtained from methadone treatment. 
With full knowledge of the potential benefits and possible risks involved, I consent to methadone treatment, since I 
_ realize that I would otherwise continue to be dependent on heroin or other narcotic drugs. _ 

SIGNATURE OF PATIENT OATE OF 8IRTH DATE 

SIGNATURE OF PARENT(S) OR GUAROIAN(S) RELATIONSHIP DATE 


SIGNATURE OF WITNESS 


DATE 


TO : All Methadone Treatment Program Sponsors, DATE: May, 1974 

Medical Director, and FDA Districts 


FROM : Methadone Maintenance Staff 
Bureau of Drugs, FDA 


SUBJECT: Items of Interest to Methadone Treatment Programs 

From time to time the Methadone Monitoring Staff (MMS) will be sending items of interest to 
treatment programs in an effort to keep those responsible for direction of the programs abreast 
with new ideas and interpretations of regulations and procedures. 

### 

FROM MMS: (1) The Methadone Monitoring Staff (MMS) has been relocated to Room 

18B-04 in the Parklawn Building, 5600 Fishers Lane, Rockville, Maryland 20852. The new 
telephone number is 301-443-3415. Please note the change if you have received correspondence 
requesting reply to the former address indicating Room 10B-04. 

### 

(2) MMS will shortly be sending a letter to all methadone treatment programs emphasizing 
the requirement that all methadone dispensed for take-home consumption must be packaged in 
containers complying with Section 295.2. These are commonly referred to as "safety closures" 
or "childproof containers." It is expected that any program not complying with this 
requirement, within 15 days after such notification, will be required to stop all take-home 
privileges and operate solely on a seven-day confrontation basis, unless the program has on file 
an executed purchase order and a request to the seller to expedite fulfillment of the order 
because of the urgent nature of the requirement. 

### 

(3) MMS is developing a Federal Register announcement dealing with an exemption from 
the two-year addiction history requirement for pregnant patients. This exemption would be in 
effect until one month after delivery of the newborn, at which time the patient must be 
detoxified if the requirement for two years of dependency has not been satisfied. It would give 
the physician the prerogative of detoxification or maintenance during this period for patients 
which he certifies are pregnant. MMS will not enforce the two-year addiction history to be 
required of pregnant patients between now and publication of the Notice. As with other 
Federal Register announcements concerning methadone, copies of the announcement will be 
sent to all treatment programs and interested persons. 
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FEDERALLY REQUIRED DATA 


Federal standards require that certain kinds of information be collected on persons entering and 
undergoing treatment in methadone maintenance programs. The kinds of information that must be 
collected on persons undergoing treatment fall into five separate categories, some of which have a direct 
impact on the content of counselor's notes. These five categories include: 

1. Counseling and Supportive Services 

2. Medical Services 

3. Chemotherapy 

4. Urinalysis 

5. Client Progress 

Explanations of the meaning of each of these categories follow. 


Counseling and Supportive Services 

The data to be recorded under this category generally include the type of services scheduled, the type 
of services actually provided, and the amount of services provided. 


Medical Services 

These data, considered together, indicate if the medical service is provided in-house or out-of-house; 
show a summary of the client's medical problems identified during the intake physical and the follow-up 
indicated; specify the client's current medical problems; medication prescribed, dosages, directions and 
limitations. 


Chemotherapy 

These data include medication (i.e., methadone or antagonists) scheduled and dispensed for each day 
of the month, pick-up method, and medication reactions, if any. 


Urinalysis 

These data include the date the tests were scheduled, the date the tests were administered (i.e., 
specimen taken) and the results of the testing. 


Client Progress 

Client response to treatment should be reviewed at least monthly. That review is to include such things 
as drug problems, employment, behavioral problems, legal problems, medical problems, alcohol problems, 
psychiatric/psychological problems, program assignment changes, etc. 
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IMPLICATIONS FOR COUNSELORS 

The usual way a counselor records client information is through the use of running progress notes. It is 
also quite typical that such notes are haphazardly recorded and quite uneven in their quality. The thrust of 
the federal standards for documentation is to force a more thorough approach to recording client 
information. The key to this is understanding the relationship among those five categories of information 
mentioned earlier. The first four of these categories 1 must be the basis upon which the assessments of client 
progress are made. This means that the kinds of data specified by those first four categories must appear in 
the client's record and must bear a clear and consistent relationship to the judgements of category five. For 
example, if a client has shown four dirty urines during the course of a month, has missed a number of 
counseling sessions and has missed his medication for several days, there should not be an entry stating that 
the client is being given take-home privileges. Rather the counselor's notes should reflect and appropriate 
action clearly consistent with the client's performance. 

Not only should client progress assessments be made consistent with the recorded data, but also any 
other actions, such as referrals, should reflect the reasons for such actions. The treatment plan itself is an 
example of this. If that plan includes referrals to vocational rehabilitation services or for legal help, then the 
reasons for including these elements in the plan ought to be clearly spelled out. If this is not done, reasons 
for changing such a plan are going to appear vague or arbitrary. Furthermore, such referrals must be 
followed-up by the counselor. There is nothing wrong with a drug counselor keeping closely in touch with a 
vocational rehabilitation counselor to whom the former has referred his client. In fact, this should be done 
and contacts between them should be recorded. What follows is an example of how running progress notes 
should be recorded. 

The following is a list of information that must be included in a counseling record: 

- A record must be made of the initial client-counselor interview. The client's name, age, race, and sex 
should be the first information obtained, followed by the length of primary drug abuse, attempts at 
prior treatment, and reason for seeking treatment at this time. Next the counselor should record the 
treatment modality to which the client has been assigned and comment on the client's 
understanding of this modality. Finally, the client's problems should be addressed, e.g., does he 
have housing, does he have legal problems, etc. If problems are discovered which necessitate referral 
to another person or agency, this should be done and recorded. In the event of a readmission, some 
assessment must be recorded regarding the circumstances of prior discharge(s), attitude changes, 
motivation, etc. All notes must be signed. 

- A treatment plan must be developed soon after the patient's admission and explained to him: how 
many days a week medication must be picked up, urine specimens given, group counseling sessions 
attended, and individual counseling obtained. If a patient requires referral services on a continuing 
basis (i.e., medical, psychiatric, legal, etc.), these should be included in the development of the plan. 

- A note should be written after each meaningful client/counselor contact and should include the 
counselor's observations, problem(s) presented, resolutions proposed, and the approximate length 
of time spent with the client. 

Copies of referral forms should be included in the patient's folder. Specific reasons for referrals and 
information regarding the results of referrals should be obtained and documented. 

- The results of counseling conducted by any other person in the clinic should be noted on the patient's 
chart, by either the patient's counselor or the counselor involved. 

- A patient's progress should be reviewed at least monthly and summarized. The treatment plan 
should be reconsidered in view of the progress and either altered or continued. The summary must 
include: the patient's legal status, both criminal and civil; employment status; current drug use 
including alcohol; and any other current problems and their severity. The monthly summary should 



reflect a composite picture of the patient's progress and not merely repeat entries made during the 
month. 

— The date urine specimens are scheduled to be given, are given, and the results must appear in the 
counselor's record. Any change in methadone dosage and reasons prompting the counselor to 
recommend these changes must be noted. 

— If a member fails to keep a scheduled appointment (e.g., medication pick-up, group counseling, 
individual counseling, referral service appointments, etc.), it must be documented. 

It is suggested that a copy of the intake form be reviewed by the counselor prior to the initial patient 
interview. This form provides much of the information required in the admission note and eliminates 
duplicate processing. 


Date 

Notes 

11/29/72 

Jane C. Doe, a 33 year-old black female was admitted to Clinic Q for 
methadone maintenance. This member states that she has been abusing 
heroin since 1965 and has attempted to detoxify in several programs in New 
York City. She has recently moved here with her husband and two small 

Admission Note 

children because her husband was offered a better job. Ms. Dow was 
arrested last week for possession of a small amount of heroin and is out on 
bond. She states that she planned to seek treatment anyway but admits 
that she and her attorney feel being in treatment will help her case. Since 
her prior attempts at detoxification failed, Ms. Doe feels that she needs 
maintenance and seems to have a good understanding of this treatment. 

' Spent 40 minutes with Ms. Doe. 


James Harris 

11/30/72 

Ms. Doe will be reporting to the clinic six days a week for medication and 
will give a urine specimen weekly. 1 have told her to see me daily when 

Treatment Plan 

she reports for medication. This member seems very anxious to succeed in 
treatment and has agreed to this schedule. Spent 30 minutes with Ms. Doe. 


James Harris 


12/4/72 Ms. Doe reported for medication today and appeared very upset. She 

talked with Mr. Smith, the nurse on duty, and stated that her husband 
wants her to discontinue treatment. Mr. Doe wants his wife to be drug-free 
Description of an average and fears that she will never achieve this state if she continues on 

counseling session methadone. Mr. Doe has no history of drug abuse. I requested that Ms. 

Doe bring her husband to see me before she leaves treatment. She stated 
that she will come with him on 12/8/72 at 3 p.m. Spent 30 minutes with 
Ms. Doe. 


James Harris 












12/8/72 

Counseling done by 
other staff 



I did not see Ms. Doe yesterday as she reported to the clinic in the evening 
for medication, but I was informed by Ms. Landry (counselor) that she 
remains very upset about her husband's attitude. Ms. Landry spent 20 
minutes with Ms. Doe. I will see her and her husband this afternoon. 

James Harris 

Ms. Doe and her husband came to the clinic at 3:30 p.m. In talking with 
Mr. Doe it became evident that he had many misconceptions about 
methadone maintenance. I explained this modality to him and he was very 
relieved to discover that it did not mean lifetime maintenance. He agreed to 
support his wife in her treatment attempt and to wait for her to decide 
when she is ready for withdrawal. Mr. Doe's greatest concern seems to be 
his wife's ability to care for their two small children. He feels she had 
neglected them while using heroin and has seen no improvement in her 
care since she started treatment. Ms. Doe admitted that this is the first day 
she has not used illegal drugs since she began treatment but that she plans 
to remain clean and feels she can give her children the care they need if she 
does. Mr. Doe has my phone number and was told that if he has any 
further concerns about his wife to call me. Spent 1 1/2 hours with Mr. and 
Ms. Doe. 

James Harris 

Ms. Doe requested a decrease in medication today because she gets tired 
very easily. Mr. Smith, the nurse, scheduled an appointment for her to see 
Dr. Jones with me on 12/15/72 at 10 a.m. I asked Ms. Doe if she is trying 
to withdraw on her own. She assured me that she is not, that she does not 
feel ready to. Spent 20 minutes with Ms. Doe. 

James Harris 

I saw Dr. Jones with Ms. Doe today. He agreed to decrease her dose as this 
could be the cause of her fatigue. Dr. Jones ordered a decrease of 5 mg. 
from 30 mg. to 25 mg. Ms. Doe and I then discussed her absence from the 
clinic yesterday. She stated that she was unable to find anyone to care for 
her children - she expected her husband to be home but he had to work 
late. This is the first day she has missed. Spent 30 minutes with Ms. Doe. 

James Harris 

12/21/72 Ms. Doe did not give a urine specimen today as scheduled. She stated that 

she forgot and voided before coming to the clinic. Considering the 
patient's recent request for decrease and the fact that she missed her 
medication on Tuesday, I suspect she may be using drugs again. She denies 
this. I have asked the nurses to withhold her medication until she gives a 
specimen. Spent 45 minutes with Ms. Doe. 

James Harris 


12/15/72 

Break in schedule 


12/13/72 

Medication change 


12/8/72 5 p.m. 

Description of an average 
counseling session. 
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12/29/72 


Monthly Summary 


Ms. Doe has been in treatment for 30 days and remaips on methadone 
maintenance at 25 mg. daily. Her urines, with the exception of the first 
two, have been clean. She gives no appearance of abusing any drugs 
including alcohol. The preliminary hearing on her case for possession of 
heroin is scheduled for 2/1/73. She has no other cases pending. 

Ms. Doe spends all of her time with her children except when she 
comes to the clinic. A neighbor cares for them during that time because 
Mr. Doe does not want them in the clinic. Ms. Doe states that she feels she 
is making up to her children for her prior neglect. I feel that she is making 
good progress but will make no changes in her treatment plan at this time. 





1/3/73 


Referral 


1/8/73 

Results of Referral 
Follow-up 


James Harris 


Ms. Doe states that she would like to find a job as she and her husband 
would like to buy a house but need extra income to do so. Ms. Doe took 
some typing courses in high school but has not used this skill since she 
graduated. She is interested in getting secretarial training. Ms. Doe has 
been meeting the requirements of this program and in my opinion is 
stablized enough to be considered for training. I contacted Mr. Henry at 
the New Careers program and he agreed to see Ms. Doe on 1/7/73 at 11:30 
a.m. Spent 1 hour with Ms. Doe. 

James Harris 


I called Mr. Henry this morning. He saw Ms. Doe yesterday and agrees that 
she seems a good candidate for secretarial training. She begins testing 
tomorrow. 

James Harris 
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FEDERAL FUNDING CRITERIA FOR TREATMENT SERVICES* 


The contractor/grantee, as an independent contractor/grantee 
and not as an agent of the Government, shall provide the 
necessary facilities, material, services, and qualified per¬ 
sonnel to furnish treatment and rehabilitation to drug depen¬ 
dent persons in accordance with the following: 

1. The contractor/grantee shall provide and operate or shall 
engage subcontractor/affiliate to provide and operate 

such _ (modality), as may be appropriate, 

at a site or sites to be approved by the Government. 

2. Criteria to be used for patient admissions and terminations 
shall be established. 

3. All facilities shall be maintained in a clean, safe, and 
attractive condition and in accordance with appropriate 
local, state and Federal codes and other laws. 

4. Appropriate furnishings for a _ (modality) 

shall be provided. 

5. At intake, an initial personal history, medical history, and 
drug history must be taken. It is important to conduct 
this intake process as rapidly as possible so that clients 
are not discouraged from pursuing treatment. An intake 

not exceeding three days is optimal. The purpose of taking 
a medical and drug history is to immediately identify the 
client experiencing flashbacks, psychotic manifestations 
and/or severe physical illness requiring immediate psy¬ 
chiatric or medical care. Only when this information is 
collected and reviewed can the program be reasonably 
assured of preparing the best possible treatment plan for 
the client. It is in this context that a complete personal, 
medical, and drug history is essential for all treatment 
modalities. 


*For the following treatment modalities: Outpatient Methadone, 
Residential Methadone, Residential Drug Free, Outpatient Drug 
Free, and Day Care Drug Free. 

Programs having difficulty complying with any of the Federal 
Funding Criteria should request technical assistance from 
their Program Development Specialist, Division of Community 
Assistance, National Institute on Drug Abuse, 11400 Rockville 
Pike, Rockville, Maryland 20852. 
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6. At intake a physical examination and laboratory examination 
shall be performed by qualified personnel. Programs shall 
perform physical examinations on clients as soon as possible 
after entering treatment but no later than 21 days. 

The physical examination shall be detailed in the treat¬ 
ment plan. It is particularly important that residential 
drug free programs perform physical examinations as 
soon as possible because of the possibility of infectious 
diseases and the close client Contact. If the residential 
program has an induction phase, it is recommended that the 
physical examination be performed during this time period 
Thls criterion is not meant to supercede FDA regulations 
requiring a physical examination at intake. The minimum 
for a physical and laboratory examination may consist 
of the following: 

a. Physical examination stressing infectious disease 

pulmonary, liver, cardiac abnormalities, dermatologic 
sequelae of addiction and possible concurrent surgical 
problems. 

b. Complete blood count and differential. 

c. Serologic test(s) for syphilis. 

d. Routine and microscopic urinalysis. 

e. Urine screening for drugs (toxicology). 

f. SMA 12/60 or equivalent. 

g. Chest X-ray. 

h. Sickle cell, as appropriate. 

i. Australian antigen, as appropriate. 

j. EKG and biological test for pregnancy, as appropriate. 

7. Each new admission or readmission shall be interviewed 

by a mental health professional. Mental health professional 
is defined as "a person who, by virtue of training and 
experience, is capable of assessing the psychological and 
sociological background of a client to determine the 
optimal treatment plan." The staff shall take a complete 
personal history: family; education; vocation; legal 
and related areas; drug history, including kinds of 
drugs abused and when begun, prior treatment attempts - 
and any other relevant information. The admission inter¬ 
view is regarded as the first step in treatment for all 
treatment modalities. The purpose of the admission 


i 

: 

i 

I 
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interview is to determine whether the selected mode of 
treatment is most appropriate for the client and to ensure 
that the client understands the nature of the program and 
the program's expectations of him. Again, our primary 
concern is that enough information is exchanged between the 
client and the program to ensure that the best possible 
treatment plan is designed for the client in light of his 
treatment needs and the program's expectations. (Note: 

Where a Central Intake Unit (CIU) provides the intake 
screening, it is the responsibility of the program to 
which the referral is made, to develop the individual treat¬ 
ment plan for each patient after careful review of the records 
and an interview with the client.) 

Individual treatment plans shall be reviewed and redeter¬ 
mined by the treatment team no less than every 90 days for 
outpatient programs. For all other modalities, the individual 
treatment plan shall be reviewed and redetermined every 30 
days. Evidence of this review shall be recorded in each 
patient's medical record. Every treatment plan must include 
documented evidence of: 

a. A statement of short and long-term goals for treatment 
generated by both staff and client. 

b. The assignment of a primary counselor. 

c. A delineation of the type and frequency of counseling 
services to be provided. 

d. A delineation of those supportive services needed by 
the individual patient. 

8. The program shall designate a medical director who must 

take medical responsibility for the program and be licensed 
in the jurisdiction within which the program exists. 

He shall ensure that the initial evaluation is appropriately 
performed and that the medical needs of individual patients 
are periodically assayed and that, when appropriate, emergency 
medical services are provided. It is the responsibility of 
the medical director to determine what emergency medical 
equipment and supplies are needed in order to deal with 
possible overdoses and other medical emergencies. Medical 
services, in general, should be provided through city or county 
medical facilities. Provision of such services is not the 
program's responsibility. 

For those patients receiving prescription medication (other 
than methadone), through the program, contact with a program 
physician is required at least once every four (4) weeks or 
more frequently, depending on patient needs. 
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9. A formal written agreement must exist between the program 
and a licensed hospital op hospitals in the community for 
provision of emergency, inpatient, and ambulatory medical 
services as appropriate. Such services will not be paid 
for under this contract/grant. 

10. At least five hours per week of professional mental health 
consultation per 100 patients must be provided. The 
purpose of this consultation is to review selected cases 
and to provide assistance to staff in patient management 
or referral for psychiatric services. 

11. A variety of counseling techniques may be utilized in 
individual, family or group counseling sessions conducted 

by Personnel under the supervision of an appropriately 

qualified professional. In any group counseling, the size 
• j.? S rou P shall, in general, range between 5 and 15 
individuals. In outpatient methadone and outpatient drug 
free programs, each patient shall have available to him 
a minimum of 3 hours per week of counseling. In residential 
drug free, residential methadone, and day care drug free 
programs,a minimum of ten hours per week of formalized 
counseling shall be available for each patient. These 
counseling guidelines should be considered minimum for 
planning purposes; however, the actual counseling time 
allotted should be based upon individual client needs. 

12. The following supportive services must be provided: 

a. Education. 

b. Vocational counseling and training. 

c. Job development and placement- 

d. Legal services- 

To the maximum extent possible, programs shall utilize 
community resources. Documentation of any agreements to 
provide the above services must be obtained. If any 
program can adequately demonstrate inability to obtain 
the requisite supportive services, it may submit a formal 
request for the direct provision of these services. 

13. The following procedures must be observed for urine sur¬ 
veillance except for outpatient drug free: 

a. Urine specimens from each patient must be collected 
under appropriate supervision on a randomly scheduled 
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basis at least once a week and analyzed for morphine, 
methadone, cocaine, codeine, amphetamines, barbiturates, 
as well as other drugs if indicated. Breath analysis 
is acceptable for alcohol testing where appropriate. 

b. Laboratories used for urine testing must comply with 
all state and Federal proficiency testing programs. 

c. Urine testing results shall be used as a diagnostic tool 
and in patient management and in the determination of 
patient treatment plans. Patient records shall 
reflect the manner in which test results are utilized. 

d. Provision for urine testing of outpatient drug free 
clients should be made, and used by program staff as 
appropriate. 

14. Every patient shall be encouraged to enroll in either 
an education program, a job training program or gain¬ 
ful employment as soon as appropriate, but not later than 
120 days; or in the case of a referral from a residential 
program, not later than 60 days after the date of transfer. 
Any exception to this requirement shall, in every instance, 
be recorded and justified in the patient's record. Clients 
have the right not to become involved in these programs; 
however, they should be encouraged to do so as a basic 
element of the treatment plan. 

15. Each program shall establish a follow-up policy which 
encourages a schedule of minimum contact available for 
discharged patients. 

16. Each program shall establish a patient record system to 
document and monitor patient care. This system must 
comply with all state and Federal reporting and con¬ 
fidentiality requirements. 

17. An effort must be made to gear the program's hours of 
operation to meet client needs. For outpatient 
treatment programs, consideration should be given to 
those clients who are employed and consequently must be 
able to visit the clinic outside of working hours. Clients 
who are not employed or involved in school or training 
programs are expected to schedule other activities around 
clinic hours. The traditional 9:00 a.m. to.5:00 p.m. 

work day regimen is not adequate for outpatient treatment. 

In fact, in clinics with large client populations, twelve- 
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hour clinic operations may prove necessary. However the 
minimum hours of operation shall be maintained. ’ 

a. Outpatient Methadone -- no less than 7 days per week- 
5 days per week at 8 hours per day (in all cases at 
least 2 hours must be outside 9 a.m. - 5 p . m .-) an d 

2 days per week at 4 hours per day. 

b. Residential Methadone and Residential Drug Free -- 
7 days per week, 24 hours per day. 

c. Outpatient Drug Free -- no less than 6 days per week• 

5 days at 8 hours per day (in all cases at least 2 
hours must be outside 9 a.m. - 5 p.m.) and one day at 
5 hours. • J 

d. Day Care Drug Free -- 6 days at 10 hours per day. 

e. Central Intake Unit -- 5 days per week at 8 hours 
per day. 

Residential methadone and residential drug free programs 
must provide a minimum of 3 meals per day per patient Dav 
care drug free programs may provide one meal per patient 
per day. ^ 

All programs which use methadone for detoxification and 
maintenance treatment must comply with the regulations 
o± the Food and.Drug Administration and also must function 
m compliance with all other relevant Federal and state 
regulations and guidelines. 


Exceptions to the underlined criteria, when in line with 
patient needs, may be granted by your Program Development 
specialist, Division of Community Assistance, National 
institute on Drug Abuse, 11400 Rockville Pike, Rockville 
Maryland 20852.. Exceptions to other criteria will be made 
by:.Director, Division of Community Assistance, under the 
advisement of the Clinical Review Board. 
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FEDERAL FUNDING CRITERIA FOR TREATMENT SERVICES 
CENTRAL INTAKE UNIT 


The contractor/grantee, as an independent .contractor/grantee 
and not as an agent of the Government, shall provide the 
necessary facilities, materials, services, and qualified 
personnel to provide central intake services to service 
delivery systems which furnish treatment and rehabilitation 
to drug dependent persons in accordance with the following: 

A. The contractor/grantee shall provide and operate or 
shall engage a subcontractor/affiliate to provide and 
operate a Central Intake Unit (CIU) at a site approved 
by the Government. 

B. The contractor/grantee shall require that each participat¬ 
ing program submit criteria to be used for admissions and 
terminations. 

C. The contractor/grantee shall make available a Central 
Intake Unit to provide uniform, standardized initial 
patient orientation, multi-phasic health screening and 
referral to an appropriate treatment modality for new 
and readmitted patients. 

D. The CIU shall provide at least the following and such other 
items of patient care as may be prescribed by the Government 

1. A central intake facility for patients to remain open 
no fewer than 5 days per week, and no fewer than 8 
hours per day. 

2. A facility maintained in clean, safe and attractive 
condition and in accordance with appropriate local, 
state and Federal codes and other laws. 

3. Appropriate furnishings for a central intake facility. 

4. At intake, an initial personal history, medical history, 
and drug history. 

5. At intake a physical examination and laboratory 
examination performed by qualified personnel. 

Physical examination stressing infectious diseases,, 
pulmonary, liver, cardiac abnormalities, dermatologic 
sequelae of addiction and possible concurrent surgical 
problems. 
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Laboratory examination, including the following: 

a. Complete blood count'and differential 

b. Serologic test(s) for syphilis 

c. Routine and microscopic urinalysis 

d. Urine screening for drugs (toxicology) 

e. SMA 12/60 or equivalent 

f. Chest X-ray 

g. Australian antigen, as appropriate 

h. Sickle cell, as appropriate 

i. Pap smear and gonorrhea culture, as appropriate 

j. Tetanus toxoid, as appropriate 

k. EKG and biological test for pregnancy, as appropriate 

Services of a medical director licensed in the jurisdic¬ 
tion within which the ClU exists. He shall insure that 
the.initial evaluation is appropriately performed and that 
medical needs Of individual patients are properly assessed 
and treated/referred, as appropriate. Medical services 
shall include initial diagnostic work-up, identification 
of medical and surgical problems for referral .to other 
treatment facilities, and review of patient's records. 

The physician should, when appropriate, request a copy 
of the patient's previous medical records and forward 
them to the appropriate treatment center. 

A formal written.agreement between the CIO and a licensed 
hospital or hospitals in the community for provision of 
emergency, inpatient and ambulatory hospital services as 
appropriate. Such services will not be paid for under 
this contract/grant. 

Interview of each new admission or readmission shall be per¬ 
formed by a mental health professional or by a qualified intake 
counselor under the supervision of the former. The intake staff 
shall take a complete personal history--family, education, 
vocation, legal and related areas, drug history, including 
kinds of drugs abused, when begun, and prior treatment 
attempts. The staff shall then present the various 
treatment modalities available for the patient. After 


70 


Page 3 


discussing these in light of the patient's particular 
situation (including the results of the physician s 
evaluation), a treatment modality shall be selected by 
mutual agreement with the applicant and the appropriate 
referral made. 

9 . A patient index of all drug dependent individuals referred 
for treatment through its screening and referral unit must be 
maintained. This index shall be updated by the participating 
agencies as transfers to other programs and termination occu . 

10. The CIU must have the capability of referring a drug dependent 
individual with duplicate intake records to an appropriate 
treatment modality within 48 hours. 

11. Uniform intake procedures must be established so that it will 
not be necessary for programs which receive patients from the 
CIU to duplicate services. 

12. Urine surveillance according to the following procedures. 

Urine specimens from each patient must be.collected 
under appropriate supervision during the intake 
process. The specimens must be analyzed for morphine, 
methadone, cocaine, codeine, amphetamines, barbiturates, 
as well as other drugs if indicated. Breath analysis 
is acceptable for alcohol testing. 

Laboratories used for urine testing must comply with 
all state and Federal proficiency testing programs. 

g. If methadone is to be administered at the Central Intake 
Unit, the CIU must comply with the regulations of the 
Food and Drug Administration and also must function m 
compliance with all other relevant Federal and state 
regulations and guidelines. 

F. Each CIU shall establish an approved patient record-keeping 
system adequate to fulfill state and Federal reporting 
requirements. 

G. Each CIU shall establish and have evidence of formal 
agreements between the CIU and community-based drug 
treatment programs, documenting the program's agreement to 
utilize the CIU for patient intake functions and not to 
duplicate those functions; and to accept only patients w o 
have been processed through the CIU. 
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H. Each CIl! shall define: The procedures by which applicants 
shall.be oriented to available treatment options; the 
decision-making process for determining recommended 
referral, the decision-making process for "mutual agreement" 
between applicants, programs, and CIU staff regarding 
referral; and procedures for meeting the needs of patients 
referred to the CIU for rescreening and re-referral to a 
more suitable modality or program. These shall be subject 
to state and Federal approval. 

t 
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Outpatient Module for Methadone Treatment 


Description 

Described in the following pages will be the budgets and staffing patterns for methadone treatment 
centers of several different sizes. No distinction will be made between detoxification or maintenance 
treatment, and the dynamic-statis capacity ratio of 1.7 will be used. The assumption will be made that all of 
the centers below will be open seven days a week and will serve new clients as well as stabiized clients. The 
staffing patterns will satisfy the FDA regulations but will be minimal in the areas of vocational 
rehabilitation and other supportive services as these are contained in separate modules. The programs will 
operate seven days a week, eight hours a day. 

The first staffing pattern discussed is for a program designed to treat 300 clients at any given time. 
Appropriate medical servipes will be delivered and the assumption will be made that no Central Intake Unit 
exists at the location of this facility. Therefore, a complete medical examination will be done at a cost of 
$75 per client each year. Additionally, appropriate medical services will be provided with seven day a week 
coverage as required by the FDA, and a counselor-client ratio of 1/30 will exist. Methadone will be 
dispensed on-site, and counseling will be provided on-site. 

Outpatient Module for Methadone Treatment 
Budget - 300 Clients 


A. Personnel 


Administrator 

$ 15,000 


Assistant administrator 

$ 11,000 


Secretary 

$ 8,000 


Clerk-typist 

$ 7,000 


One medical officer. 

$ 24,000 


Two nurses 

$ 24,000 


Four licensed practical nurses 

$ 34,000 


One vocational rehabilitation specialist 

$ 14,000 


One chief counselor 

$ 12,000 

, 

Nine counselors 

$ 81,000 


Total 

$230,000 


Employee benefits @ 10% 

$ 23,000 


Total Personnel Costs 

$253,000 

$253,000 

B. Consultants 

' r 


Psychiatric 

$ 10,000 

$ 10,000 

i 

C. Travel 

Local for staff 

$ 2,000 


Local for clients 

$ 2,500 


Total / 

$ 4,500 

$ 4,500 
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D. Equipment 


Office 

Clinic 

Total 

E. Intake Medical Examinations 

510 examinations assuming 1.7 dynamic to 
static capacity ratio @ $75 per exam 

F. Other 

Utilities and Communication 
Rent 

Supplies and Materials 
Training 

* Laboratory Services Contract 

TOTAL COST OF CLINIC WITH 300 
CLIENT STATIC CAPACITY 


$ 4,000 
$ 2,500 

$ 6,500 


$ 38,250 


$ 2,400 
$ 12,000 
$ 8,000 
$ 1,500 

$ 52,000 

$388,150 


$ 6,500 

$ 38,250 

$ 75,900 
$388,150 


*$52,000 for urine costs assumes that there will be 400 urines per week submitted <a> $2.50 per urine. Although only 300 
urines per week are required by FDA regulations, it is assumed that an extra one hundred will be done on an as indicated 
basis. 


The other outpatient chemotherapeutic module budgeted below will be for a clinic with a 100 client 
static capacity. This unit will also stay open seven days a week and therefore certain fixed costs as well as 
staff time will be higher than in the 300 client unit. This unit will essentially provide the same services as 
the unit described above. 

Outpatient Module for Methadone Treatment cont'd. 

(Budget - 100 Clients) 

A. Personnel 


Administrator 

$ 15,000 

Assistant administrator 

$ 11,000 

Secretary 

$ 8,000 

Clerk-typist 

$ 7,000 

Half-time physician 

$ 12,000 

One nurse 

$ 12,000 

Three licensed practical nurses 

Half-time vocational rehabilitation 

$ 25,000 

specialist 

$ 7,000 

One chief counselor 

$ 12,000 

Three counselors 

$ 27,000 

Total 

$136,500 


Employee benefits @ 10% 
Total Personnel Costs 


$ 13,650 
$150,150 


$150,150 


B. Consultants 


Psychiatric $ 5,000 $ 5,000 

C. Travel $ 1,500 $ 1,500 

D. Equipment $ 3,000 $ 3,000 

E. Intake Medical Services 

$75 per patient based on 170 complete 

physical laboratory and x-ray exams $ 12,750 $ 12,750 

F. Other 


Communcation and Utilities 

$ 1,500 


Rent 

$ 9,000 


Supplies 

$ 6,000 


Training 

$ 1,000 


* Laboratory services contract for 

urinalysis 

$ 21,840 


Total 

$ 38,340 

$ 38,340 

TOTAL COST OF CLINIC WITH 100 

CLIENT STATIC CAPACITY 

$210,740 

$210,740 


•The figure $21,840 is based on 140 urines per week at $3.00 per urine test. The 140 urines again are more than required 
by FDA but probably what would be indicated for a clinic of this size, and the increase of $3.00 instead of $2.50 in the 
earlier clinic is based on expected change in price per urine due to the decreased volume. 


General Budget Comments 

The assumptions made in the text of these budgets are that there are essentially no job development, 
job placement, education or client training costs or central administrative costs included in the operation of 
any of the clinics. It is assumed that these costs will be in other modules. However, in many locations, it 
will not be cost-effective to have centralized services outside each clinic; therefore, the costs in the preced¬ 
ing modules may have to increase when this is the case. 

Even with these costs excluded, we find a cost per client year in the first module (the 300 client clinic) 
at about $1,300 per client year and in the second at about $2,100 per client year. If the number of each of 
these clinics is about equal, then $1,700 per client year appears to be a feasible cost when the services above 
are paid for in some other way. However, since we assumed earlier that this probably will not happen in 
many cases, we might again assume that the cost for each clinic, which would have to provide comprehen¬ 
sive seven day a week outpatient care with chemotherapy and appropriate medical and counseling services, 
would be closer to $2,000 per client year. 









NARCOTIC ADDICT TREATMENT ACT OF 1974 

Proceedings and Debates of the 93rd Congress, Second Session 
Congressional Record, Washington, Wednesday, May 1, 1974, No. 60 

That this Act may be cited as the "Narcotic Addict Treatment Act of 1974”. 

Sec. 2. Section 102 of the Controlled Substances Act (21 U.S.C. 802) is amended by adding the 
following after paragraph (26): 

"(27) The term 'maintenance treatment' means the dispensing, for a period in excess of twenty-one 
days, of a narcotic drug in the treatment of an individual for dependence upon heroin or other 
morphine-like drugs. 

"(28) The term 'detoxification treatment' means the dispensing, for a period not in excess of 
twenty-one days, of a narcotic drug in decreasing doses to an individual in order to alleviate adverse 
physiological or psychological effects incident to withdrawal from the continuous or sustained use of a 
narcotic drug and as a method of bringing the individual to a narcotic drug-free state within such period.' 

Sec. 3. Section 303 of the Controlled Substances Act (21 U'S'C' 823) is amended by adding the 
following after subsection (f): 

"(g) Practitioners who dispense narcotic drugs to individuals for maintenance treatment or 
detoxification treatment shall obtain annually a separate registration for that purpose. The Attorney 
General shall register an applicant to dispense narcotic drugs to individuals for maintenance treatment or 
detoxification treatment (or both)— 

"(1) if the applicant is a practitioner who is determined by the Secretary to be qualified (under 
standards established by the Secretary) to engage in the treatment with respect to which registration is 
sought; 

"(2) if the Attorney General determines that the applicant will comply with standards established by 
the Attorney General respecting (A) security of stocks of narcotic drugs for such treatment, and (B) the 
maintenance of records (in accordance with section 307) on such drugs; and 

"(3) if the Secretary determines that the applicant will comply with standards established by the 
Secretary (after consultation with the Attorney General) respecting the quantities of narcotic drugs which 
may be provided for unsupervised use by individuals in such treatment". 

Sec. 4. (a) Section 304(a) of the Controlled Substances Act (21 U.S.C. 824(a)) is amended by adding 
after the below paragraph (3) the following: "A registration pursuant to section 303(g) to dispense a 
narcotic drug for maintenance treatment or detoxification treatment may be suspended or revoked by the 
Attorney General upon a finding that the registrant has failed to comply with any standard referred to in 
section 303(g)." 

Section 304(d) of such Act is amended by inserting after the first sentence the following: "A failure to 
comply with a standard referred to in section 303(g) may be treated under this subsection as grounds for 
immediate suspension of a registration granted under such section."; and (2) by striking out Such 
suspension" and inserting in lieu thereof “A suspension under this subsection”. 

Sec. 5. Section 307(c) (1) (A) of the Controlled Substances Act (21 U.S.C. 827(c) (1) (A)) is amended 
to read as follows: 

"(1) (A) with respect to any narcotic controlled substance in schedule II, III, IV, or V, to the 
prescribing or administering of such substance by a practitioner in the lawful course of his professional 
practice unless such substance was prescribed or administered in the course of maintenance treatment or 
detoxification treatment of an individual; or". 


81 





Exhibit 6 


Sample Organizational Chart 
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Exhibit 7 

Sample Position Descriptions 































Sample Job Descriptions: Counselor 
A. Supervisory Counselor 

Position Controls: 

Incumbent works under the direct supervision of the Program Director. Supervisor is available for 
assistance on unforeseen problems encountered. Work is reviewed for adequacy and compliance with 
instructions and available quidelines. 

Duties and Responsibilities: 

Supervises counselors and counselor aides in day-to-day client management. Independently assesses 
training needs of supervised staff and provides necessary training where feasible. In other instances, will 
report training needs to supervisor. Orients new counseling personnel. 

Assigns incoming clients to individual counselors and makes changes when deemed necessary. 
Evaluates counselors and conducts periodic, scheduled caseload reviews with individual counselors. 

Coordinates all treatment functions with outside agencies and screens inter-agency 
communications from counselors to these agencies (e.g., Department of Vocational Rehabilitation, 
Department of Welfare, hospitals, etc.). 

Conducts and/or provides individual or group therapy. Acts as therapy supervisory for counselor 
and provides on-going training in this area. 

Along with program director, chief nurse, and medical director, formulates clinic policy and 
participates in its revision. Acts as program supervisor in absence of program director. 

Coordinates drop-out, after-care, outreach and recreational activities within the program. Receives 
progress reports of same. Conducts treatment meetings in the absence of the program director. May 
represent program in community meetings. 

Attends professional meetings and conferences as approved by the program director and performs 
other duties as assigned. 

B. Journeyman Counselor 

Position Controls: 

Receives general technical and administrative supervision from supervisory counselor. Assignments 
are well defined and on-the-job training is given to develop counseling skills. Supervisor is available for 
assistance on unforeseen problems with instructions and available guidelines. 

Guidelines are available for consultation and study and include policy and procedural guides and 
clinical case records and reports. 

Duties and Responsibilities: 

Collects supplemental information on designated clients using families, previous employers or 
co-workers, social and drug histories, and other sources as indicated for effective rehabilitation. Conducts 
orientation session for newly admitted clients. 

Records all client activity at intervals designated by program policy. Maintains data on clients in 
organized, well-documented fashion; submits for periodic review by supervisory counselor. 

Prepares individual treatment plans for clients upon intake, revising these when necessary. 
Evaluates treatment plans at least every 30 days. 

Advises supervisor of problems encountered in caseload management and recommen s various 
approaches (e.g., increased privileges, increased counseling, disciplinary measures). Presents these in weekly 
treatment team meetings. 








Participates in group and/or individual counseling, using supervisory counselor as resource for 
problem clients. 

Uses various objective indicators to supplement treatment strategies (e.g., urine results) and 
communicates with other members of treatment staff to improve these. Documents all contacts and/or 
contacts of other staff with clients. Is very observant of clients' behavior. 

Initiates all referrals for client and performs follow-up. Utilizes available resources in complient 
referral (i.e., nurse or physician for medical services, vocational rehabilitation counselor, etc.). 

Attends professional conferences and meetings as directed. 

Participates in urine surveillance assignments, submits urines upon request, and performs other 
duties as assigned. 

C. Counselor Aide or Beginning Counselor 


Position Controls: 

Receives close technical and administrative supervision from an experienced counselor. 
Assignments are well defined and on-the-job training is provided. Supervisor is available for assistance on 
unforeseen problems encountered. Work is reviewed and periodic discussions are conducted by supervisor as 
a part of incumbent's training. Guidelines include policy and procedural guides, and clinical case records 
and reports. 

Duties and Responsibilities: 

As directed by experienced counselor, may interview newly admitted clients and record data. 
Observes orientation groups for new clients, gradually assuming responsibility for these groups. 

Receives in-service training in interviewing techniques, program policies and procedures, and other 
areas to be applied in assignments. Participates in group and individual therapy as part of this training. 

Establishes superficial relationships with clients designated as desirable by supervisor. Begins to 
utilize standard client management techniques as recommended by supervisor and as fits into proqram 
policy. 

Performs other duties as assigned and receives increased responsibility as indicated. 

D. Job Development Counselor 


^Position Controls: 

Works under the general supervision of the supervisory counselor. Technical supervision may be 
available from centralized vocational rehabilitation unit, or city Vocational Rehabilitation Department. 
Work is reviewed by supervisory counselor and program director. 

Duties and Responsibilities: 

Collects available social, educational, economic and vocational information which can be used in 
securing suitable employment. Obtains information to aid in securing jobs for clients through social 
agencies, close contact with the counselors, field visits to home and other relevant means in order to secure 
meaningful employment. Is responsible for follow-up contact with prospective employers and providing 
counselors with follow-up information. Conducts employment adjustment sessions with clients (e.g., resume 
preparation, promptness, etc.). 

Maintains good public relations and participates in team conferences and training with community 
agencies and local employment offices. 


*lf a vocational rehabilitation specialist is employed by the program, the counselor may be responsible to him for both 
general and technical supervision. The vocational rehabilitation specialist would then be directly responsible to the 
program director. 


90 



Maintains accurate records for the program's statistical purposes of numbers of clients referred by 
counselors, numbers of clients referred to various agencies, employment retaining rates among clients, etc. 

Provides these to Supervisory counselor upon request. 

Keep records collected on intake and updated periodically, of employment needs, previous 
employment records, apprenticeships and skills of all clients, training needs, etc. 

Participates in treatment team meetings. 

Performs other duties as assigned. 

Sample Job Descriptions: Nurse 


A. Chief Nurse 

Position Controls: 

Overall nursing objectives are established jointly by program director and clinic physician. 
Exercises initiative and professional judgment in executing nursing services. Work is reviewed for overall 
effectiveness by program director. Receives technical supervision from clinic physician. Utilizes pertinent 
laws and regulations in the use of narcotics and dangerous drugs. 

Duties and Responsibilities: 

Plans, organizes, and directs activities of the medical staff. Makes appropriate assignments in 
accordance with the employees' skills. Evaluates employees and recommends appropriate action (i.e., reward 
for performance, disciplinary action). Arranges staff schedules for adequate clinic coverage. Collaborates 
with program director, supervisory counselor, and clinic physician in establishing program policy. 

Supervises nursing staff in methadone dispensing and is responsible for proper accountability of 
the drug. Provides traditional nursing services appropriate in an outpatient setting (e.g., medication, 
developing treatment plans, etc.). Coordinates treatment plans With counseling staff through participation 
in treatment team meetings. 

Assists the physician in assessing clients' health needs when medical care is not immediately 
available. Determines priority of need and refers clients to appropriate resources. Ensures that results of 
referral are documented in client folders. 

May function in emergency situations in the physician's absence (e.g., methadone dose may be 
adjusted via telephone order from the physician and recorded by the nurse. This must be signed by the 
physician as soon as possible). 

Ensures that medical records are complete, accurate, and meaningful and are maintained in ah 
organized way. Reviews these records at regularly scheduled intervals. 

Participates in urine surveillance as requested. 

Attends professional conferences and meetings as required and performs Other duties as assigned. 

B. Staff Nurse (BN or LPN) 


Position Controls: 

Works under direct supervision of the Chief Nurse. Utilizes pertinent laws and regulations in the 
use of narcotics and dangerous drugs. Work is reviewed for overall effectiveness. 

Duties and Responsibilities: 

Orients newly-admitted clients regarding the medical aspects of the treatment to be undertaken 
(i.e., maintenance, detoxification), and may interpret these to the clients family at his request. Accepts 
requests from counseling staff for clients' appointments with clinic physician and works with counselors in 
screening appropriateness of request. 
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Daily assesses clients' reactions to methadone, records these, and reports them to counselors. 

anticipates in treatment team meetings, providing information which will be useful to counselors in client 
management. 

Maintains accurate, well-organized client folders and submits these for review to the chief nurse 
upon request. Also maintains accurate methadone accountability records, documents any discrepancies 
immediately, and reports them to supervisor. 

Prepares daily "missed list" and distributes to counselors, notifying them of clients not receivinq 
medication on the previous day. a 

May serve as counselor for a reduced caseload or co-counselor with member of the counseling 
sta . Receives technical supervision from supervisory counselor when acting in this capacity. 

May be designated "in charge" responsibility at any time. 

Participates in urine surveillance responsibilities as requested and performs other duties as assigned. 


92 
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Sample On-the-Job Training Aids 




Client Management 


Objectives: — To provide forum for discussion of program policy regarding client management. 

- To provide staff with basics of effective management tools for addicts in treatment. 

Points for Discussion: 

A. Intake process 

1. Elements 

2. Duration 

3. Staff 

B. Client assignment and orientation 

C. Record keeping 

1. CODAP Standards 

2. Individual program policy 

D. Client types 
Anger 

Discussion points: 

1. Angry clients are often resistant to their own feelings. 

2. Carefully structure questions about the source of the anger. Otherwise, client may become further 
infuriated. 

3. Attempt to point out area where client has directed immediate anger and deal from there. 

4. Do not try to get at all causes of anger - especially if some have already been expressed. This 
minimizes those problems. 

5. Do not give client the impression that you are avoiding his behavior. 


Fear 

Discussion points: 

1. Avoid giving unsolicited advice. 

2. Try to get client to explore feelings about a given situation. 

3. Time your responses; avoid premature, investigating questions. 

4. Explore possibilities to resolve conflict. 

Anxiety 

Discussion points: 

1. Use approach that is sensitive to client's feelings. 

2. Make responses emphasize sensitivity to feeling rather than content of conversation, 

3. Attempt to continuously get information which adds to material already discussed. 

4. Deal in the here and now if information about the past can be gathered later. 

5. Avoid trying to resolve issue during the first interview. 







E. Counseling 

1. Individual 

a. Assist client in taking risks. Help him discard old familiar ways of responding because he thinks 
they are safe. 

b. Avoid stereotype labels. These allow the client to shift responsibility for his actions to the 
condition the label implies (i.e., dependent). 

c. Assist client in identifying his own faults instead of encouraging him to identifying to society's. 

d. Avoid comparisons (husband-wife; brother-sister, etc.) These allow the client to maintain a poor 
concept of himself and come out second best. Another excuse for irresponsibility. 

e. Define client's fears with him. Do not allow him to bring up previous defeats as a motive for not 
venturing ahead. 

f. Avoid (whenever possible) argumentative episodes with the client. He may often use this defense 
to prevent you from probing deeper areas. 

g. Discourage client from blaming his past for his present behavior. 

h. Attempt to define various client-defenses (i.e., clients with marital problems are often engaged in 
numerous activities to avoid admitting they may be lonely). 

i. Note positive behavior 

j. Discard illusion that only you have problems. 

k. Develop alternatives 

l. Avoid false accusations. 

2. Groups (Residential setting) 

a. Encounter 

- Utilizes confrontation (attack) approach. 

— Emphasizes behavior occurring in the here and now. 

- Anger is openly expressed and dealt with. 

- Leader assumes directive role. 

b. Non-authoritarian (Tavistock Model) 

— Forces members to assume responsibility; no "leader" scapegoat. 

— Content centers around here and now. 

- Leader assumes unattainable role, responses are limited to interpretations, provides little overt 
direction to the group. 

— Not strongly recommended for new admissions. 

c. Supportive 

— Soft pedals hostility, anger and anxiety. 

— Emotions are accepted, atmosphere is one of openess. 

— Leader is compassionate, empathetic, directive; may even defend certain members. 

— Recommended group type for amphetamine abusers. 

d. Re-entry 

3. Groups (Ambulatory setting) 


Groups conducted on an outpatient basis have generally proven to be unsuccessful. Clients seldom 
want to attend because they feel little, if anything, will be accomplished. We, therefore, advocate 
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goal-oriented groups for clients in outpatient clinics. A skilled leader is necessary, however, since 
therapy most certainly occurs. 

The following are recommended as workable with ambulatory clients: 


Detox groups - required for all clients actively undergoing methadone and/or heroin detoxification. 

Family groups - may consist of any member of clients families or specific members (e.g., mother s 
group). 


Pregnant-mother groups - for women either pregnant or recently delivered. 

Employment adjustment groups - for clients who have met certain prerequisites and have been 
referred to vocational counselor. 

Task group - for select clients who have demonstrated adequate responsibility assumption. Utilize 
in planning activities for clinic (e.g., picnics). 

Alchoholic groups - for clients with drinking problems in addition to drug problems. 

4. Ancillary services 

a. criteria for referral 

b. follow-up responsibility 

5. Communication 

6. Exercise 


History and Nature of Addiction 

Objectives: - To familiarize staff with classes of narcotics, their uses, and their relevance to addiction. 


— To incorporate pertinent facts about the "why" of addiction. 

— To introduce concepts (other than medical) about treatment of addiction. 

Points for Discussion: 

A. Classes of addictive drugs, medical uses, differences, similarities and instances of abuse 

1. Narcotic analgesics 

2. Barbiturates and other sedatives and hypnotics 

3. Alcohol 

4. Cocaine 

5. Amphetamines 

6. Marijuana 

B. Pharmacological properties 

1. Tolerance 

2. Physical dependence 

3. Psychological dependence 
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C. Psychiatric factors 


1. Personality aberrations 

2. Arrested psychosexual development 

3. Pharmacodynamic formulation 

Chemotherapy 

Objectives: — To provide comprehensive understanding of methadone as a tool for treatment. 

— To assist staff in recognizing situations in which methadone treatment is feasible (main¬ 
tenance, detox, and slow withdrawal). 

— To acquaint staff with commonly accepted treatment philosophies about methadone. 

— To familiarize staff with chemotherapeutic agents used in drug treatment other than metha¬ 
done. 

Points for Discussion: 

A. Theories about methadone 

1. Metabolic Theory — Dole and Nyswander 

2. Conditioning Theory — Goldstein 

B. Uses of methadone 

1. Maintenance 

2. Slow withdrawal 

3. Detoxification 

4. Analgesia 

C. Antagonists 

1. Types 

2. Uses 

D. Other drugs 

1. Tranquilizers 

2. Barbiturates 

E. Methadone in pregnancy 

1. Dose adjustment 

2. Withdrawals in the newborn 

Administrative Responsibility 

Objective: - To acquaint staff with legal/moral/programmatic responsibilities to the program and to clients. 
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Points for Discussion: 


A. Federal 

1. FDA Regulations 

2. SAODAP as coordinating office 

B. State 

C. Administrative, Statistical, Financial 

D. Wrap-up 


FACT SHEET 

The Opiates 

In discussing opiate abuse, the specific drugs of concern are the following: 

• Morphine is a natural alkaloid constituting 10 percent by weight of the raw opium. 

• Heroin. Because heroin is produced by chemical treatment of morphine with acetic acid, the 
technical name for it is diacetyl morphine. In terms of analgesic effect, heroin is a little over 
three times as potent as morphine - for example, it takes three milligrams of heroin to produce 
the same analgesic effect as 10 milligrams of morphine. 

Although heroin is the principal opiate of abuse in the United States, most research has been done with 
the more readily available morphine. In the opinion of experts, such research is applicable to heroin if the 
dosage difference is considered, because heroin rapidly breaks down into morphine in the body. Thus, its 
subsequent pharmacological action is the same. 

• Methadone is a synthetic opiate of approximately the same strength as morphine. 

• Meperidine is another synthetic opiate that is about 10 to 20 percent as potent as morphine. It 
is better known under its trade name, Demerol. 


METHADONE MAINTENANCE 


Characteristics of Methadone 

Methadone is a synthetic opiate. For purposes of understanding its use in the treatment of heroin 
addiction, its most important characteristics are as follows: 

• It is a substitute for heroin, in that it will prevent an addict from having or feeling withdrawal 
symptoms if he replaces his usual drug with methadone. 

® Unlike the heroin available in this country, it is effective when taken orally. 

• If the dosage is sufficient (the exact level depending on the addict's level of tolerance to heroin) 
the methadone will block the action of heroin, so that the addict receives no euphoric effect if 
he tries heroin. At lower doses, methadone will not block this effect s heroin, but it will 
suppress the "narcotic hunger" - described by Dr. Jerome Jaffe as a "felt sense o 
abnormality" - that an addict feels without his drug. 

• The effective action of methadone is about 24 hours, as opposed to about six hours 

Thus, it needs to be taken only once a day. 
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® When taken oral| V in constant doses, methadone does not produce a euphoric effect. 

• H ® r0ln haS 3 short duration ° f action and involves wide emotional swings, from euphoria after 
administration to the threshold of withdrawal six hours later. The rapidity of this cycle forces a 
totally drug-oriented existence on the addict If he does not concentrate on procurement of the 
drug to the exclusion of virtually everything else, he is not going to have it when he needs it. 
Methadone, with its twenty-four hour action and gentler swings, allows the addict the luxury of 
thinking about something besides drugs. 

• Methadone programs, with or without supporting services, give the addict a good deal of 
psychological support. The staff is concerned with his well-being and is giving him a medicine in 

which they have obvious confidence. Medical practice has long known that this placebo effect is 
important 

« Heroin addiction imposes a structure and purpose on the addict's life- getting the drug. Daily 

visits to the methadone clinic may provide comparable structure. 

® The life style and P ersor| al associations of an addict provide great pressures to relapse after a 
period of abstinence. An abstinence program located where the addict will not live in the future 
(e.g., Lexington) does nothing about this problem, because the addict does not build up an 
alternative life style and alternative associations and will probably return to the old ones after 
release. Methadone protects him from heroin while he builds new patterns of behavior and loses 
touch with the addict culture. In this view, after new patterns have been developed, it might be 
possible to withdraw the addict from methadone because his altered environment would not put 
pressure on him to relapse. 

• Studies have indicated that monitoring an ex-addict is an important factor in keeping him off 
drugs. The crucial ingredient of methadone treatment may be not the methadone per se but the 

urinalysis. Addiction to methadone is necessary only to force the patient to come to the 
program. 

® Methadone and the other opiates exhibit crosstolerance. A person tolerant to one of them is 
tolerant to equipotent doses of another. 

® No significantly harmful side effects of methadone have been discovered. 
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RULES AND REGULATIONS 


Title 21—Food and Drugs 

CHAPTER III—SPECIAL ACTiON OFFICE 
FOR DRUG ABUSE PREVENTION 

PART 1401—CONFIDENTIALITY OF DRUG 
ABUSE PATIENT RECORDS 

In the Federal Register of November 
17, 1972 (Vol. 37, No, 223, pages 24636- 
24639), a new Part 401 was added to 
Title 21 of the Code of Federal Regula¬ 
tions entitled “Confidentiality of Drug 
Abuse Patient Records.” (37 CFR 401). 
This part was promulgated as an inter¬ 
pretative regulation to deal comprehen¬ 
sively with both substantive and proce¬ 
dural problems which had arisen under 
section 408 of Public Law 92-255 (21 
U.S.C. 1175', the Drug Abuse Office and 
Treatment Act of 1972. 

By order published in the Federal 
Register on September 24, 1973 (38 FR 
26111), Part 401, Chapter III of Title 21 
ol the Code of Federal Regulations was 
redesignated as Part 1401, Chapter III 
of Title 21 and §§ 401.01 through 401.73 
therein were redesignated as 1401.01 to 
1401.73, respectively. Accordingly, all 
references and changes herein relate to 
the numbered sections as redesignated 
rather than the numbered sections as 
originally published. 

To provide information necessary to 
aid the Director of the Special Action 
Office for Drug Abuse Prevention in de¬ 
termining whether this regulation 
should be amended, revoked, or reissued, 
interested persons were invited to submit 
written data, views, and arguments. Nu¬ 
merous comments, suggestions, and rec¬ 
ommendations were received from pro¬ 
fessional and other organizations and 
individuals as well as known authorities 
in the field of drug abuse treatment and 
rehabilitation. Without exception, the 
comments supported the underlying 
policy of protecting the privacy of pa¬ 
tients in federally authorized or sup¬ 
ported drug abuse prevention programs 
as a necessary step in reducing the inci¬ 
dence of drug abuse in our society. 

The Special Action Office has given 
serious consideration to all of the com¬ 
ments, suggestions, and recommenda¬ 
tions. Many of them could not be adop¬ 
ted without changes in section 408 of 
the act. Several were based on a miscon¬ 
struction of the regulations and re¬ 
quired no changes. Others raised ques¬ 
tions regarding certain sections of the 
regulation which required clarification or 
changes. The Director has determined 
that all of the amendments, which are 
hereinafter set forth, are necessary or 
desirable in furtherance of the Govern¬ 
ment's policy of securing the privacy of 
patient records as an important part of 
its program of minimizing the adverse 
social consequences of drug abuse. 

A summary review of the comments 
and recommendations and the action 
taken with respect to each are set forth 
below, followed by the full text of the 
regulation as revised. 

1. Definition of drug abuse prevention 
function. Through inadvertence, the de¬ 
finition of “drug abuse prevention func¬ 
tion authorized or assisted under provi¬ 


sions of the act or any act amended by 
the act” as appearing in § 1401.01 of the 
regulations, embraced only those pro¬ 
grams which (1) are conducted by an 
agency or department of the United 
States Government or (2) are conducted 
by virtue of a license, permit, or other 
authorization from any such agency or 
department. It was intended that this 
definition also should include any drug 
abuse prevention fur^tion which is sup¬ 
ported by any agency or department of 
the United States pursuant to Federal 
law. Section 1401.01 is so amended. 

2. Definition of medical personnel. 
Under § 1401.01(g) the definition of 
“medical personnel” includes physicians, 
nurses, psychologists, counsellors, and 
supporting clerical and technical per¬ 
sonnel. A recommendation has been 
made that this definition be clarified 
With respect to social workers and staff 
members in training positions. Section 
1401.01(g) has been amended to make it 
clear that these persons are included in 
the definition, as well as to explicitly in¬ 
clude financial and administrative per¬ 
sonnel such as those processing insur¬ 
ance claims directly related to treatment. 

3. Definition of records. Section 408(a) 
provides that: "Records of the identity, 
diagnosis, * * *” are to be kept confi¬ 
dential. The comment has been made 
that this section does not refer to “com¬ 
munications" and the question has been 
raised as to whether communications 
and other types of information were in¬ 
tended to be protected against unau¬ 
thorized disclosures. While it is true that 
section 408 does not refer to “communi¬ 
cations.” it is obvious that the policy of 
the section would be defeated if drug 
treatment personnel were allowed to dis¬ 
close communications or other unre¬ 
corded information received from the 
patient, whether or not they were per¬ 
mitted to disclose the records based upon 
such communications. Any other inter¬ 
pretation would defeat the principal ob¬ 
jective of section 408 in attempting to 
encourage drug addicts to volunteer in a 
drug treatment program. We have con¬ 
strued section 408 as applying not only to 
“records” but also to all communications 
and other information relating to the 
patient’s identity, diagnosis, prognosis, or 
treatment in a federally authorized or 
supported drug abuse prevention activity. 
Therefore, if information would be 
treated as confidential if recorded, it 
should receive the same protection if not 
recorded. Paragraph (h) of § 1401.01 has 
been added to express this interpretation. 

4. Applicability prior to March 1, 1972. 
An inquiry has been received as to 
whether section 408 applies to records in 
existence prior to the publication of the 
regulations or the enactment of the sta¬ 
tute. Section 408 of P.L. 92-255'applies to 
records “maintained in connection with 
the performance of any drug abuse pre¬ 
vention function authorized or assisted 
under any provision of this act or any 
act amended by this act.” This is imple¬ 
mented by § 1401.02 which makes sec¬ 
tion 408 applicable to records made on or 
after March 21, 1972, the date of enact¬ 


ment of P.L. 92-255. Therefore, provi¬ 
sions of section 408 would apply to any 
records of a patient generated after 
March 21, 1972. Also, they would apply 
to all records of a patient generated prior 
to March 21, 1972, provided he was an 
active participant in a treatment pro¬ 
gram on that date and such participa¬ 
tion represented a single continuous pro¬ 
gram. Therefore, the record of a patient 
actively participating in a federally au¬ 
thorized or supported drug abuse pre¬ 
vention program on March 21, 1972, 
should be considered as confidential in 
its entirety even though part of it was 
generated immediately prior to that date. 
Section 1401.02(a) of the regulations is 
amended to clarify this point. 

5. Disclosure to governmental person¬ 
nel for purposes of obtaining benefits. 
Section 1401.23 provides for disclosure 
with the patient’s consent for the pur¬ 
pose of obtaining public benefits. A rec¬ 
ommendation has been made that limita¬ 
tions should be set upon the nature and 
extent of the information legitimately 
needed to qualify for benefits. In effect, 
the patient already has the right to limit 
the extent of disclosure for purposes of 
obtaining these benefits. Section 1401.06 
limits disclosure to information neces¬ 
sary in the light of the need or purpose 
for the disclosure and under §1401.21, 
the patient in granting consent, must 
specify the type of information to be dis¬ 
closed. In view of the restrictions in these 
two sections, no further limitations are 
deemed necessary in § 1401.23. 

6. Disclosure in connection with judicial 
or administrative proceedings. Section 
408(b)(1) (B) permits a patient to con¬ 
sent to disclosure to governmental per¬ 
sonnel for the purpose of obtaining bene¬ 
fits to which the patient is entitled. 
Numerous questions have been raised 
concerning the authority of a patient to 
consent to a disclosure in a judicial or 
administrative proceeding which involves 
an issue relating to a patient’s claim, 
benefit, or a right to which the patient 
is entitled. Under § 1401.24, similar dis¬ 
closures are authorized in connection 
with parole, probation, or suspension of 
prosecution. To clarify this question, a 
new paragraph (d) has been added to 
§ 1401.23. This section provides that 
whenever a patient is entitled to any 
claim or other benefit which is an issue 
m any judicial or administrative pro¬ 
ceeding and some part or all of his drug 
abuse record is relevant to, and necessary 
in support of, such claim or benefit, such 
patient may consent to disclosure of his 
record to the extent needed to support 
such claim or other benefit. When any 
such disclosure is authorized, the court, 
administrative tribunal, or other govern¬ 
mental body or official should be alerted 
as to the need to maintain confidentiality 
and to avoid, to the extent practicable, 
any further disclosure of the record or 
the patient’s identification. 

7. Evaluation of employment data for 
purposes of rehabilitation. Section 408(b) 
(1)(B) of Public Law 92-255 (21 U.S.C. 
1175(b)(1)(B)) permits disclosure with 
the patient’s consent “to government 
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personnel for the purpose of obtaining 
benefits to which the patient is entitled.” 
Section 101 of the Act contains an ex¬ 
press finding that the success of Federal 
drug abuse programs and activities re¬ 
quires a recognition that education, 
treatment, and rehabilitation are inter¬ 
related. Section 103(b) defines "drug 
abuse prevention function” as any pro¬ 
gram relating to education, training, 
treatment, rehabilitation or research and 
includes "any such function even when 
performed by an organization whose pri¬ 
mary mission is in the field ol drug traffic 
prevention functions or is unrelated to 
drugs.’’ The Director of the Special 
Action Office has determined that em¬ 
ployers, employment agencies and em¬ 
ployment services which have demon¬ 
strated their willingness to assist in the 
employment of persons who are present 
or past patients in a drug abuse treat¬ 
ment or rehabilitation program are per¬ 
forming an essential drug abuse preven¬ 
tion function. Section 1401.26 now pro¬ 
vides that an evaluation of patient’s 
progress or status in a treatment program 
may be furnished to an employer but only 
after the patient has been employed or 
has been accepted for employment. This 
section is now revised to permit limited 
disclosures to employers and employment 
agencies and services which .have agreed 
to assist such patients, both present and 
past, in obtaining gainful employment. 
Disclosure is permitted only with the 
patient’s consent and is limited to an 
evaluation of such patient’s status or 
progress in treatment or rehabilitation 
program. Section 1401.26 is amended 
accordingly. 

8. Consent of a minor patient to dis¬ 
close to parents. Two questions have been 
raised concerning the disclosure of the 
records of a minor patient to his parents. 
The first question concerns the authority 
for such disclosure. The second question 
inquires as to whether a minor patient 
is authorized to give consent. The answer 
to the first question is set forth in 
§ 1401.26(b) of the regulations. This sec¬ 
tion provides that information in the 
nature of a general evaluation of a pa¬ 
tient’s present or past status in a treat¬ 
ment program may be furnished to mem¬ 
bers of the patient’s family if, in the 
judgement of a qualified physician or 
counsellor, such information would be 
helpful in the treatment or rehabilita¬ 
tion of the patient and the patient makes 
a written request that such information 
be furnished. It should be noted that this 
provision is limited to the disclosure of 
a mere evaluation of the patient’s status 
or progress in a treatment program and 
also can only be done if requested by the 
minor. 

Regarding the second question, 
whether a minor would have authority to 
consent to disclosure where otherwise 
permitted, the answer to this question 
would depend upon local law In view of 
the fact that section 408 establishes no 
specific rule on the question. Of course, 
if the minor is considered incompetent 
under local law, consent can then be 
rendered by a guardian or conservator or 


if deceased by his personal representa¬ 
tive as provided in § 1401.04. However, 
this would apply only in cases where dis¬ 
closure is otherwise authorized with pa¬ 
tient's consent under section 408 or the 
regulations. 

Neither of these comments require any 
change in the regulations since they have 
been dealt with already to the extent 
permissible under law. Therefore, no re¬ 
visions are considered necessary. 

9. Health and other insurance claims. 
There have been numerous instances in 
which patients, or former patients in a 
drug abuse prevention program, have en¬ 
countered difficulty in supporting their 
claims for reimbursement or payment 
under health or other insurance arrange¬ 
ments or programs under which they are 
beneficiaries. A major cause of this dif¬ 
ficulty is attributable to the reluctance of 
drug abuse programs to disclose the nec¬ 
essary information from the patient's 
record to support the claim notwith¬ 
standing the fact that any such pay¬ 
ment or reimbursement is directly re¬ 
lated to the patient's treatment, which 
is part of the definition of “drug abuse 
prevention function" in section 103(b) 
of Public Law 92-255. Therefore, in order 
to clarify the law governing records per¬ 
taining to such claims, a new § 1401.27 
has been added specifically authorizing 
a limited disclosure of information in a 
patient’s record with his consent to the 
extent necessary to support a claim for 
payment or reimbursement under a 
health or other insurance program for 
the benefit of the patient and under cir¬ 
cumstances in which such claim is re¬ 
lated to the performance of a drug abuse 
prevention function, i.e., treatment or 
rehabilitation. 

10. Disclosure to a registry. Section 
1401.43 of the regulations permits dis¬ 
closure among programs and to a registry 
serving such programs. It has been sug¬ 
gested that the regulations should spell 
out the extent of supervision necessary 
for the maintenance of a registry. Other¬ 
wise, it has been argued, the potential 
for abuse of a centralized listing of per¬ 
sons so closely affiliated with Illicit be¬ 
havior could undermine the basic policy 
of confidentiality in section 408. Section 
1401.43 is intended to permit the opera¬ 
tion of a central intake facility to prevent 
simultaneous registration in more than 
one methadone program and to assure 
that potential patients are made aware 
of vacancies in any participating pro¬ 
grams. Such a registry is simply an ex¬ 
tension of the treatment program and 
since the registry Is prohibited from 
making any disclosure except as author¬ 
ized under section 408 and the regula¬ 
tions, there is adequate protection of the 
privacy of patients against unauthorized 
disclosures. Moreover, the information 
which can be collected or retained by 
such a registry is' strictly limited to that 
which is necessary to the performance of 
its functions. Therefore, the Special Ac¬ 
tion Office deems it unnecessary to spec¬ 
ify additional limitations at this time. 

11. Research, audits and program eval¬ 
uations. Referring to the fact that sec- 
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tion 408(b) (2) (Bf authorizes disclosure 
without the consent of the patient to 
“qualified personnel” for the purpose of 
conducting scientific research, manage¬ 
ment or financial audits or program eval¬ 
uations, it was noted that § 1401.44 of 
the regulations does not offer any guid¬ 
ance as to what persons come under the 
classification of "qualified personnel.” 

“Qualified personnel” under section 
408(b)(2)(B) of the act applies prin¬ 
cipally to two groups. The first group in¬ 
cludes personnel making management 
or financial audits and program evalua¬ 
tions. Except in special circumstances, 
these functions would be performed only 
by Federal, State, or local governmental 
licensing, regulatory, or accrediting 
agencies which have oversight or other 
official responsibility with respect to such 
functions. The second group includes 
personnel conducting scientific research 
or evaluations. This group would include 
principally individuals, groups or organi¬ 
zations having primary responsibility for 
the collection, evaluation, and dissemi¬ 
nation of information in connection with 
a scientific or program evaluation study 
for which actual drug abuse data is 
needed. Paragraph (b) has been added 
to § 1401.44 to define "qualified person¬ 
nel” as used in section 408(b) (2) (B). 

12. Disclosure to State agencies as re¬ 
quired by statute. Several comments have 
been made that State statutes, In many 
instances, require a disclosure to the 
State Public Health Department or other 
State boards or agencies to carry out 
some local policy objective, such as a 
check on doctors to determine possible 
abuse in the treatment of drug addicted 
patients. Apparently, some doubt has 
been expressed that section 408 and the 
regulations do not cover this situation. 
Attention is directed to § 1401.44 which 
authorizes disclosure without the con¬ 
sent of a patient to qualified personnel 
for purposes of conducting scientific re¬ 
search, management audits, financial 
audits, or program evaluations. To the 
extent that personnel of State agencies 
or boards are serving some legitimate 
objective related to one of the purposes 
Indicated in this section, disclosure to 
such personnel would seem to come 
within the intent of section 408(b) (2) (B) 
of Public Law 92-255 and § 1401.44 
of the regulations. Attention is specifi¬ 
cally invited, however, to the fact that 
section 408(b) (2) (B) protects the pa¬ 
tient in that any qualified personnel re¬ 
ceiving patient information is prohibited 
from disclosing, directly or indirectly, 
the identity of any individual patient. 
If any State law provided otherwise, the 
Federal policy as set forth in section 
408(b) (2) (B) would prevail. Conse¬ 
quently, if the State personnel involved 
meet the qualifications test by reason of 
conducting scientific research, manage¬ 
ment or financial audits or program eval¬ 
uations and they remain subject to the 
policy in section 408 with respect to fur¬ 
ther disclosure, In most Instances dis¬ 
closure to such personnel is authorized. 
However, a program director need not 
authorize a disclosure under section 408 
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(b) (2) (B) if he does not have assurance 
that the patient's rights of confidential¬ 
ity are respected. It is believed, there¬ 
fore, that a reasonable interpretation of 
this section will accommodate most prob¬ 
lems that might arise thereunder and 
therefore no changes are being made at 
this time. 

13. Disclosure in court proceedings — 
court orders. Several questions have been 
raised regarding disclosures in court pro¬ 
ceedings and the procedure and authority 
for making such disclosures in certain 
situations. 

(a) One comment referred to a situ¬ 
ation in which the drug addiction of the 
husband was a ground for divorce and 
therefore was relevant to a proceeding 
for divorce initiated by the wife. Assum¬ 
ing other evidence is not available, the 
proper procedure in such a case would be 
to obtain a court order under section 
408(b) (2) (C) based upon a showing of 
good cause. This would be done under 
§ 1401.72 of the regulations and the court 
should be asked to receive the evidence 
in camera. 

(b) Another question related to the 
lack of a requirement of notice to the 
patient and an opportunity to participate 
in a court proceeding under section 408 
(b) (2) (C) of the act. This question 
raised the issue that due process should 
require an opportunity to participate in 
what may be a critical stage of a crim¬ 
inal proceeding, otherwise the proceed¬ 
ings would be ex parte with only the 
applicant and the judge present. The 
further comment is made that the regu¬ 
lations contain no definitional guidance 
as to what constitutes the "public inter¬ 
est" in the granting of a court order and 
recommends that more specific guidance 
be included in any revision of the regu¬ 
lations. Attention is invited to § 1401.72 
which sets forth information which 
should be included in an application for 
a court order under section 408(b) (2) (C) 
of the act. This information is intended 
to assist the court in making a finding 
as to whether disclosure in any particular 
case would be in the public interest. Until 
there is compelling evidence of a need to 
provide further clarification, the Special 
Action Office deems it undesirable to 
make additional changes on these points. 

(c) A related comment suggests that 
section 408 requires that the court con¬ 
sider the possible injury to the patient 
and to the physician-patient relationship 
in any proceeding to determine whether 
an order should be granted in the public 
interest. It is indicated that in any such 
proceeding the identity of the patient will 
be disclosed and information concerning 
him as a patient will be the subject of 
discussion at the hearing and conse¬ 
quently in effect would constitute a dam¬ 
aging disclosure in violation of the intent 
of section 408. This is a valid comment 
but it assumes that the patient’s identi¬ 
fication will be disclosed at the hearing. 
Counsel, as well as the court, should be 
alerted to the dangers of such disclosure 
in order to avoid the identification of a 
specific patient as the subject of the hear¬ 
ing. This can be done by an agreement 
between counsel and the court that the 
patient’s name will not be identified in 


the proceedings. Also, whenever it will 
serve the interests of justice, disclosure 
should be made in camera and the record 
sealed. 

In view of the foregoing recommenda¬ 
tions, it is hereby found that good cause 
exists to make the amendments in the 
regulation as described above. It is hereby 
determined that good cause exists to 
make these amendments effective im¬ 
mediately, that such amendments con¬ 
stitute interpretative rules within the 
meaning of section 553(b) of title 5, 
United States Code, and accordingly that 
notice and public procedure thereon prior 
to their effectiveness are not required by 
law. Therefore, it is ordered that title 
21, Chapter III, Part 1401 of the Code 
of Federal Regulations be amended ac¬ 
cordingly and as amended will read as 
hereinafter set forth, effective upon pub¬ 
lication in the Federal Register. 

By order of the Director of the Special 
Action Office for Drug Abuse Prevention, 
November 29, 1973. 

Grasty Crews n. 
General Counsel. 
General Provisions 

Sec. 
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fidentiality provisions of Public 
Law 91-513. 

Interpretative Guidelines for Applications 
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Authority; The provisions of this Part 
1401 are authorized under sections 213, 221, 
222, and 408 of the Drug Abuse Office and 
Treatment Act of 1972 (Public Law 92-255; 
21 U.S.C. 1122, 1131, 1132, and 1175), and 
other relevant provisions of law. 

General Provisions 
§ 1401.01 Definitions, 

For the purposes of this part, the fol¬ 
lowing words shall have the meanings 
indicated: 

(a) The term “Act" means the Drug 
Abuse Office and Treatment Act of 1972 
(Public Law 92-255) including such 
amendments thereto as may be in effect 
at the time the provision referring to it 
is applied. 

(b) The term "Director” means the 
Director of the Special Action Office for 
Drug Abuse Prevention. 

(c) The term “drug abuse prevention 
function” means any program or activity 
relating to drug abuse education, train¬ 
ing, treatment, rehabilitation, or re¬ 
search, and includes any such function 
even when performed by an organization 
whose primary mission is in the field of 
drug traffic prevention functions (as de¬ 
fined in 21 U.S.C. 1103(c)), or is unre¬ 
lated to drugs. 

(d) The term “drug abuse prevention 
function authorized or assisted under any 
provision of the Act or any act amended 
by the Act" means any drug abuse pre¬ 
vention function— 

(1) Which is conducted or supported, 
in whole or in part, by any department, 
agency, or instrumentality of the 
United States, or 

(2) For the lawful conduct of which 
in whole or part any license, permit, or 
other authorization is required to be 
granted by any department or agency of 
the United States. 

(e) The term "patient” means any 
person who is or has been interviewed, 
examined, diagnosed, treated, or re¬ 
habilitated in connection with any drug 
abuse prevention function and includes 
any person who, after arrest on a crimi¬ 
nal charge, is interviewed and/or tested 
in connection with drug abuse prelimi¬ 
nary to a determination as to eligibility 
to participate in a drug abuse prevention 
program with the approval of the court. 

(f) The term "governmental person¬ 
nel" means those persons who are em¬ 
ployed by the U.S. Government, by any 
State government, or by any agency or 
political subdivision of either, and in¬ 
cludes Veterans Administration person¬ 
nel as described in § 1401.23(b). 

(g) The term “medical personnel” in¬ 
cludes physicians, nurses, psychologists, 
counselors, social workers, and support¬ 
ing administrative, financial, clerical, 
and technical personnel. 

(h) The term “records” as used in sec¬ 
tion 408(a) shall include communica¬ 
tions and other information, whether 
recorded or not, relating to the identity, 
diagnosis, prognosis or treatment of a 
patient. 

§ 1401.02 Applicability. 

(a) Except as provided in paragraph 
(b) of this section, this part applies to 
records or any part thereof made on or 
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after March 21, 1972, of the identity, 
diagnosis, prognosis, or treatment of any 
patient which are maintained in connec¬ 
tion with the performance of any drug 
abuse prevention function authorized or 
assisted under the Act or any act 
amended by the Act. This part applies 
also to records maintained for patients 
actively participating in a treatment 
program prior to March 21, 1972 where 
such prior treatment is part of one con¬ 
tinuous treatment activity still subsisting 
on that date. 

(b) The provisions of section 408 of 
the Act (21 U.S.C. 1175) and the re¬ 
maining provisions of this part do not 
apply to any interchange of records en¬ 
tirely within the Armed Forces, within 
those components of the Veterans Ad¬ 
ministration furnishing health care to 
veterans, or between such components 
and the Armed Forces, but otherwise 
such section and this part apply to any 
communication to or from any person 
outside the Armed Forces or such com¬ 
ponents of the Veterans Administration. 


Confidential Patient Information 

Any unauthorized disclosure 
is a Federal offense. 

§ 1401.06 Extent of disclosure. 

Any disclosure made under this part, 
whether with or without the patient’s 
consent, shall be limited to information 
necessary in the light of the need or 
purpose for the disclosure. 

Disclosures Without Court Authoriza¬ 
tion and With Consent of Patient 

§ 1401.21 Form of consent. 

(a) Where disclosure is authorized 
with the consent of the patient, such 
consent must, except as otherwise pro¬ 
vided, be in writing and signed by the 
patient. Such consent must state— 

(1) The name of the person or or¬ 
ganization to whom disclosure is to be 
made, 

(2) The specific type of information 
to be . disclosed, and 

(3) The purpose or need for such 
disclosure. 


(d) Claims or benefits adjudicated in 
judicial or administrative proceedings. 
In any proceeding before a court, an ad¬ 
ministrative tribunal, or other govern¬ 
mental body or official having authority 
to approve or disapprove, or to recom¬ 
mend approval br disapproval, of a 
claim or other benefit to which a patient 
is entitled and all or some part of such 
patient’s drug abuse record is relevant 
and necessary to the determination of 
such claim or other benefit, such patient 
may consent to, and authorize the dis¬ 
closure of such record or portion thereof 
deemed necessary to support such claim 
or benefit. When any such disclosure is 
authorized, the court, administrative 
tribunal, or other governmental body or 
official should be alerted as to the need 
to maintain confidentiality and toroid, 
to the extent practicable, any further 
disclosure of the record or the patient’s 
identification. 

§ 1401.24 Disclosure in connection with 
parole, probation, or suspension of 
prosecution. 


§ 1401*03 General rules regarding con¬ 
fidentiality. 

Records of the Identity, diagnosis, 
prognosis, or treatment of any patient 
which are maintained in connection with 
the performance of any drug abuse pre¬ 
vention function shall be confidential, 
may be disclosed only as authorized by 
this part, and may not otherwise be di¬ 
vulged in any civil, criminal, adminis¬ 
trative, or legislative proceeding con¬ 
ducted by any Federal, State, or local 
authority, whether such proceeding is 
commenced before or after the effective 
date of this part. 

§ 1401.04 Incompetent or deceased pa¬ 
tients. 

In any case in which disclosure is au¬ 
thorized with the consent of the patient, 
such consent may be given by a guardian, 
conservator, or other court-appointed 
designee in the case of an incompetent 
patient, and by an executor, adminis¬ 
trator, or other personal representative 
in the case of a deceased patient. 

§ 1401.05 Security precautions. 

(a) Appropriate precautions should he 
taken for the security of records to which 
this part applies. The succeeding para¬ 
graphs of this section set forth examples 
of such precautions, but these should be 
added to or may be modified in the light 
of individual circumstances. 

(b) The file of each patient main¬ 
tained in connection with the perform¬ 
ance of any drug abuse prevention func¬ 
tion should be marked “Confidential 
Patient Information,” as should any rec¬ 
ord identifying an individual as a drug 
abuse patient, including photographs. 


§ 1401.22 Disclosure to medical person¬ 
nel. 

With the patient’s consent, disclosure 
to medical personnel is authorized for 
the purposes qf diagnosis or treatment. 
The consent must be in writing and in 
the form prescribed in § 1401.21. All med¬ 
ical personnel to whom disclosure is 
made shall be subject to all of the rules 
on confidentiality as set forth in this 
part. 

§ 1401.23 Disclosure lo governmental 
personnel for purpose of obtaining 
benefits. 

(a) Benefits generally. With the writ¬ 
ten consent of a patient, disclosure is 
authorized to governmental personnel 
for the purpose of obtaining benefits to 
which the patient is entitled. For the 
purposes of this section, benefits to 
which a patient is entitled include, but 
are not limited to, any welfare, medicare, 
or other public financial assistance au¬ 
thorized by Federal, State, or local law, 
the suspension of prosecution, the grant¬ 
ing of probation or parole, public pension 
or retirement benefits, and any other 
benefit conferred by lawful authority. 

(b) Veterans benefits. Disclosure may 
be made to Veterans Administration per¬ 
sonnel for the purpose of determining a 
patient’s eligibility for hospitalization, 
pension, or other veterans’ benefits. For 
the purpose of this section, Veterans 
Administration personnel includes 'any 
personnel (whether or not employed or 
compensated by the Veterans Adminis¬ 
tration) authorized by the Veterans Ad¬ 
ministration to assist patients in the 
preparation and submission of their 
claims. 


(a) In the case of a drug abuser 
charged with a criminal offense or who 
is subject to parole or other probationary 
action and who has agreed to participate 
in a drug abuse prevention treatment 
program as a condition of release from 
confinement or as a condition to the 
dropping, deferral, or suspension of 
charges or judgment, disclosure of such 
person’s treatment records In connection 
with such program is authorized if the 
patient consents in writing to participate 
in such program and consents to dis¬ 
closure in accordance with § 1401.21. 

(b) Disclosure pursuant to this sec-, 
tlon shall be limited to the patient’s 
attorney and to governmental personnel 
having responsibility with respect to the 
prosecution of the patient or for super¬ 
vising his probation or parole. 

§ 1401.25 Disclosure lo legal counsel. 

(a) In any situation In which disclo¬ 
sure is permitted with the patient’s con¬ 
sent for one or more of the authorized 
purposes as stated in this part and the 
patient has secured the advice of legal 
counsel, disclosure may be made to the 
patient’s attorney upon the written ap¬ 
plication of the patient endorsed by the 
attorney. 

(b) In any situation in which a pa¬ 
tient seeks the advice of legal counsel 
on the question of waiving confiden¬ 
tiality, disclosure Is authorized to the 
extent necessary to render such advice, 
if written application for such disclosure 
is made by the patient and endorsed by 
the attorney. 

§ 1401.26 Evuluaiion in coimeclion with 
rehabilitation, 

(a) Whenever a patient or former pa- 


fingerprints, reports of skin abrasions 
indicating drug use, or other documenta¬ 
tion of patient identification. 

(c) Each file drawer, cabinet, or other 
container in which such files are kept 
should be conspicuously labeled with 
a cautionary statement such as the 
following: 


(o) Welfare benefits. Where treatment 
for drug abuse has been made a condi¬ 
tion to the granting or continuation of a 
welfare or other public benefit, disclosure 
is authorized to governmental personnel 
responsible for the administration or de¬ 
termination of such benefits. 


tient has been employed or is seeking em¬ 
ployment and such employment is con¬ 
ditioned upon his status or progress in a 
•treatment program, an evaluation of 
such status or progress by qualified 
medical personnel may be furnished to 
responsible employment services, agen 
cies, or employers which have demon 
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strated their willingness to employ, or 
assist in the employment of, present or 
former drug abusers in a drug abuse 
treatment or rehabilitation program. 
Such organizations, agencies or employ¬ 
ers shall maintain such evaluation as 
confidential and shall not disclose any 
part therof to any other person or or¬ 
ganization. Any disclosure under this 
section shall be subject to all of the fol¬ 
lowing conditions: 

(1) The request for such an evalua¬ 
tion must be in writing and signed by 
the patient. 

(2) The request must identify the em¬ 
ployer (or official therein) cooperating in 
the patient’s rehabilitation program. 

(3) The treatment organization must 
verify the authenticity of the request by 
telephone or other means of communica¬ 
tion and ascertain the extent that the 
information is need to verify the pa¬ 
tient's treatment status. 

(4) The information shall be limited 
to that reasonably necessary in view of 
the type of employment involved. 

(5) No information may be furnished 
by a treatment organization unless the 
organization is satisfied on the basis of 
past experience or other credible infor¬ 
mation (which may in appropriate cases 
consist of a written statement by the 
employer) that such information will be 
used for the purpose of assisting in the 
rehabilitation of the patient and not for 
the purpose of identifying the individual 
as a patient in order to deny him em¬ 
ployment or advancement because of his 
history of drug abuse. 

(b) Information in the nature of a 
general evaluation of a patient’s present 
or past status in a treatment program 
may be furnished to members of the pa¬ 
tient’s family if, in the judgment of a 
qualified physician or counsellor, such 
information would be helpful in treat¬ 
ment or rehabilitation of the patient and 
the patient makes a written request for 
such information to be furnished. 

§ 1401.27 Disclosure for purposes of 
collecting health or other insurance 
claims. 

A patient who has entered a drug abuse 
prevention program for diagnosis or 
treatment may for the purpose of such 
diagnosis or treatment (including the 
financing thereof) authorize the dis¬ 
closure of information contained in his 
record to the extent necessary to sup¬ 
port a claim for payment or reimburse¬ 
ment under a health or other insurance 
program carried by or in behalf of the 
patient and under which such patient is 
a beneficiary or participant. Any such 
disclosure shall be limited only to infor¬ 
mation which is directly relevant to, and 
necessary in support of, a claim for pay¬ 
ment or reimbursement under such 
health or insurance program for the 
benefit of the patient and any informa¬ 
tion so disclosed remains subject to all 
of the restrictions of this part with re¬ 
spect to any further disclosure. 


Disclosures Without Court Author¬ 
ization and Without Consent or 

Patient 

§ 1401.41 Disclosure without consent in 
general. 

(a) Disclosure of a patient’s records 
may be made without the consent of the 
patient and without authority of a court 
order as follows: 

(1) To medical personnel to meet a 
medical emergency; and 

(2) To qualified personnel for purposes 
of research, audits, or program eval¬ 
uation. 

§ 1401.42 lilcdical emergency. 

Disclosure to medical personnel, either 
private or governmental, is authorized 
without the consent of a patient only 
when necessary to meet a bona fide 
medical emergency and only to the ex¬ 
tent necessary to meet such emergency. 
For the purposes of this section a bona 
fide emergency may be considered to 
exist whenever competent medical au¬ 
thority has determined that the life or 
health of the patient involved may be 
impaired and medical treatment without 
the record could be detrimental to the 
patient’s health. Where, for example, a 
person is incarcerated and claims to be 
a patient in a methadone treatment pro¬ 
gram, this claim may be verified by in¬ 
quiry to the treatment center 
administering the program or to a reg¬ 
istry such as is referred to in § 1401.43 in 
order to avoid overdose on the one hand, 
or the danger of untreated withdrawal 
on the other. 

§ 1401.43 Records maintained in con¬ 
nection with chemotherapeutic treat¬ 
ment. 

The communication of information re¬ 
lating to patient identity and dosage be¬ 
tween or among programs approved by 
the Commissioner of Food and Drugs 
pursuant to § 130.44 of this title, or be¬ 
tween such programs and a registry 
serving them, shall not be considered as 
a disclosure in violation of section 408(a) 
of the Act (21 U.S.C. 1175(a)), but any 
such information received by any such 
registry shall be fully subject to section 
408 of the Act and to the provisions of 
this part. 

§ 1401.44 Research, udils, and program 
evaluation. 

(a) Disclosure without consent is au¬ 
thorized to qualified personnel for the 
purpose of conducting scientific re¬ 
search, management audits, financial 
audits, or program evaluation, but such 
personnel may not identify, directly or 
indirectly, any individual patient in any 
report of such research, audit, or eval¬ 
uation, or otherwise disclose patient 
identities in any manner. Information 
so obtained may be used in enforcing 
lawful requirements imposed with re¬ 
spect to the operation of treatment pro¬ 
grams employing controlled substances, 
but section 408(c) of the Act (21 U.S.C. 


1175(c)) specifically prohibits the use of 
patient records to initiate or substantiate 
any criminal charges against a patient 
or to conduct any investigation of a 
patient, except as authorized under a 
court order granted under section 408 

(b)(2)(C) <21 U.S.C. 1175(b)(2)(C)). 
As used in this section, the term "quali¬ 
fied personnel” means persons whose 
training and experience are appropriate 
to the nature of the work in which they 
are engaged, and who are performing 
such work with adequate administrative 
safeguards against unauthorized dis¬ 
closures. 

Criminal Penalties 

§ 1401.51 Penally for unauthorized dis¬ 
closure. 

Subsection (e) of section 408 of the 
Act (21 U.S.C. 1175) provides that ex¬ 
cept as authorized under subsection <b) 
of that section, any person who discloses 
the contents of any record referred to in 
subsection (a) of that section shall be 
fined not more than $500 in the case of a 
first offense, and not more than $5,000 
in the case of each subsequent offense. 

Interpretation of Section 408(b) (2) (C) 
in Relation to Other Laws 

§ 1401.61 Relationship of section 408 
(b) (2) (C) to other provisions of 
section 408 and to other legislation 
generally. 

Section 408(b) (2) (C> of the Act (21 
U.S.C. 1175(b)(2)(C)) empowers the 
courts, in appropriate circumstances, to 
authorize disclosures which would other¬ 
wise be prohibited by section 408(a). 
Both the positioning of this authority 
in the bill as initially passed by the Sen¬ 
ate and the explicit crossreference in sec¬ 
tion 408(a) of the final Act make clear 
the congressional intent that section 408 

(b) (2) (C) operate as a mechanism for 
the relief of the 408(a) strictures and not 
as an affirmative grant of jurisdiction to 
authorize disclosures prohibited by other 
provisions of law, whether Federal or 
State. By the same token, it should be 
noted that the authority which section 
408(b)(2)(C) of the Act (21 U.S.C. 1175 
(b) (2) (C)) confers on courts to issue 
orders authorizing the disclosure of rec¬ 
ords applies only to records referred to 
in section 408(a) (21 U.S.C. 1175(a)) — 
that is, the records maintained by op¬ 
erating treatment or research programs, 
and not to secondary records generated 
by the disclosure of the 408(a) records 
to researchers, auditors, or evaluators 
pursuant to section 408(b) (2) (B). 

§ 1401.62 Scope of orders; relationship 
to confidentiality provisions of Pub¬ 
lic Law 91—513. 

(a) It is abundantly clear that section 
408(b) (2) (C) was not Intended to confer 
jurisdiction on any court to compel dis¬ 
closure of any Information, but solely to 
authorize such disclosure. An order or 
provision of an order based on some other 
authority, or a subpoena, or other appro¬ 
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priate legal process, is required to compel 
disclosure. To illustrate, if a person who 
maintains records subject to section 408 
(a) of the Act is merely requested, or is 
even served with a subpoena, to disclose 
information contained therein which is 
a type whose disclosure is not authorized 
under section 408 of the Act or any of the 
foregoing provisions of this part, he 
must refuse such a request unless, and 
until, an order is issued under section 
408(b)(2)(C). Such an order could au¬ 
thorize, but could not, of its own force, 
require disclosure. If there were no sub- 
pena or other compulsory process, the 
custodian of the records would have the 
discretion as to whether to disclose the 
information sought unless and until dis¬ 
closure were ordered by means of appro¬ 
priate legal process, the authority for 
which would have to be found in some 
source other than section 408 of the Act. 
This result is compelled by the language 
of section 408(b) (2) itself. The words 
used, “the content of such record may be 
disclosed * * * if authorized by an appro¬ 
priate order” are too explicit and too well 
established as words of art to be inter¬ 
preted as meaning "the content of such 
record shall be disclosed if required by an 
appropriate order.” 

(b) (1) This interpretation of the 
permissible scope of a 408(b) (2) (C) or¬ 
der is not only appropriate in the light 
of the purposes, language, and legislative 
history of the Act in which it appears, but 
also is necessary in order to harmonize 
that section with other legislation deal¬ 
ing with a narrower aspect of the same 
subject matter. By sections 3(a) and 502 

(c) of the Comprehensive Drug Abuse 
Control and Treatment Act of 1970 (42 
U.S.C. 242a(a); 21 U.S.C. 872(c) >, Con¬ 
gress conferred on the Secretary of 
Health, Education, and Welfare and on 
the Attorney General, respectively, power 
to authorize persons engaged in drug 
research to withhold names and other 
Identifying characteristics of persons 
who are the subject of such research, 
and expressly provided that when such 
authority has been obtained, its holder 
may not be compelled to disclose identi¬ 
fying information “in any Federal, State, 
or local civil, criminal, administrative, 
legislative, or other proceedings * * * ” 
(2) If section 408 of the 1972 Act were 
to be interpreted as an independent grant 
of authority to compel testimony, it 
would obviously be in direct conflict with 
the provisions of the 1970 Act discussed 
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above. This becomes significant, for ex¬ 
ample, in the case of methadone, which 
for the purpose of treating opiate addic¬ 
tion on a longer-range basis is classified 
as an experimental arug which may not 
be administered except in connection 
with research. Nothing in either the lan¬ 
guage or the legislative history of the 
Act indicates any intent on the part of 
Congress to amend the provisions of 
the 1970 Act or to reduce the protection 
which can be afforded under them. Since 
the language of section 408 permits, if 
it does not require, a construction which 
harmonizes with the 1970 Act, it clearly 
should not be construed to authorize 
a court order in derogation of any exer¬ 
cise of the authority of the Secretary of 
Health, Education, and Welfare under 
section 242a(a) of title 42, United States 
Code, or the Attorney General under 
section 872(c) of title 21, United States 
Code. 

Interpretative Guidelines for Applica¬ 
tions and Orders Under Section 

408(b)(2)(C) 

§ 1401.71 Applications for orders should 
be restricted to records of specified 
patients. 

Section 408(b) (2) (C) empowers courts 
of competent jurisdiction to authorize 
disclosure only on a showing of good 
cause. That section expressly provides 
that in assessing whether good cause 
exists, the court must weight the public 
interest and the need for disclosure 
against the injury (a) to the patient, 
(b) to the physician-patient relation¬ 
ship, and (c) to the treatment services. 
Because these factors can only be 
weighted with respect to the particular 
patient involved, any application for 
such an order should relate only to the 
records (or a part thereof) of a specific 
patient and should Include an Identifica¬ 
tion of the patient and an Indication 
whether the application is being made 
with or without his consent. This con¬ 
clusion is buttressed by the form of sec¬ 
tion 408, which appears to have been 
deliberately cast in terms of the indi¬ 
vidual patient, e.g. section 408(b)(1), 
"If the patient * • • gives his written 
consent * * and 408(b)(2), "If the 
patient * ♦ * does not give his written 
consent * * suggesting an intention 
that the disclosure order be limited to 
the records of a particular patient who 
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either did or did not consent to the 
disclosure. 

§ 1 101.72 1 ’urination which should he 

furnished in support of application. 

In those cases in which an application 
is not made by or with the consent of 
the patient, or is not joined in or con¬ 
sented to by the person or organization 
responsible for the records to which it 
relates, the Act implicitly requires that 
such application be supported by ade¬ 
quate information to enable the court to 
make the following findings: 

(a) The nature of the public interest 
that would be served by granting the 
application; 

(b) Any actual or potential Injury, 
either economic or social, that could re¬ 
sult to the patient or to the relationship 
of the patient to his physician; 

(c) The effect that an order of disclo¬ 
sure would have on the administration 
of the drug-abuse prevention program; 
and 

(d) A clear showing that the interests 
of the public are substantial in relation 
to possible injury to the patient or to the 
patient-physician relationship. 

§ 1101.73 Suggested safeguards against 
unnecessary disclosures. 

Section 408(b) (2) (C) Implicitly nega¬ 
tives any court order requiring unlimited 
disclosure when limited disclosure would 
serve the purpose. It states that “In de¬ 
termining the extent to which any dis¬ 
closure of all or any part of any record 
is necessary,” the court is required to 
impose appropriate safeguards against 
unauthorized disclosure. To facilitate 
compliance with this requirement, it 
would be within the Intent and spirit of 
this provision of section 408 that any 
such court order: 

(a) Limit disclosure to those parts of 
the patient’s record deemed essential to 
fulfill the objective for which the order 
was granted; 

(b) Limit disclosure to those persons 
whose need for the Information Is the 
basis for the order; 

(c) Require, where appropriate, that 
all Information disclosed be held In 
camera; and 

(d) Include any other appropriate 
measures to keep disclosure to a min¬ 
imum, consistent with the protection of 
the patient, the physician-patient rela¬ 
tionship and the administration of the 
drug abuse prevention program. 

[FR Doc.73-25965 Filed 12-5-73:8:45 am] 
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Date 


Notes 


11/29/72 

Admission Note 

Jane C. Doe, a 33 year-old black female was admitted to Clinic Q for 
methadone maintenance. This member states that she has been abusing 
heroin since 1964 and has attempted to detoxify in several programs in New 
York City. She has recently moved here with her husband and two small 
children because her husband was offered a better job. Ms. Doe was 
arrested last week for possession of a small amount of heroin and is out on 
bond. She states that she planned to seek treatment anyway but admits 
that she and her attorney feel being in treatment will help her case. Since 
her prior attempts at detoxification failed, Ms. Doe feels that she needs 
maintenance and seems to have a good understanding of this treatment. 
Spent 40 minutes with Ms. Doe. 


James Harris 

11/30/72 

Treatment Plan 

Ms. Doe will be reporting to the clinic six days a week for medication and 
will give a urine specimen weekly. 1 have told her to see me daily when she 
reports for medication. This member seems very anxious to succeed in 
treatment and has agreed to this schedule. Spent 30 minutes with Ms. Doe. 


James Harris 

12/4/72 

Description of an 
average coun¬ 
seling session 

Ms. Doe reported for medication today and appeared very upset. She 
talked with Mr. Smith, the nurse on duty and stated that her husband 
wants her to discontinue treatment. Mr. Doe wants his wife to be drug-free 
and fears that she will never achieve this state if she continues on 
methadone. Mr. Doe has no history of drug abuse. ! requested that Ms. 


Doe bring her husband to see me before she leaves treatment. She stated 
that she will come with him on 12/8/72 at 3 p.m. Spent 30 minutes with 
Ms. Doe. 


James Harris 

12/8/72 

Counseling done by 
other staff 

1 did not see Ms. Doe yesterday as she reported to the clinic in the evening 
for medication, but 1 was informed by Ms. Landry (counselor) that she 
remains very upset about her husband's attitude. Ms. Landry spent 20 
minutes with Ms. Doe. 1 will see her and her husband this afternoon. 


James Harris 


12/8/72 5 p.m. 

Description of an 
average coun¬ 
seling session 


Ms. Doe and her husband came to the clinic at 3:30 p.m. In talking with 
Mr. Doe it became evident that he had many misconceptions about 
methadone maintenance. I explained this modality to him and he was very 
relieved to discover that it did not mean lifetime maintenance. He agreed to 
support his wife in her treatment attempt and to wait for her to decide 
when she is ready for withdrawal. Mr. Doe's greatest concern seems to be 
his wife's ability to care for their two small children. He feels she had 
neglected them while using heroin and has seen no improvement in her 
care since she started treatment. Ms. Doe admitted that this is the first day 
she has not used illegal drugs since she began treatment but that she plans 
to remain clean and feels she can give her children the care they need if she 
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does. Mr. Doe has my phone number and was told that if he has any 
further concerns about his wife to call me. Spent 1 1/2 hours with Mr. and 
, Ms. Doe. 

__ James Harris _ 

12/13/72 Ms. Doe requested a decrease in medication today because she gets tired 

very easily. Mr. Smith, the nurse, scheduled an appointment for her to see 
Dr. Jones with me on 12/15/72 at 10 a.m. I asked Ms. Doe if she is trying 

Medication change to withdraw on her" own. She assured me that she is not, that she does not 

feel ready to. Spent 20 minutes with Ms. Doe. 

__ James Harris _ 

12/15/72 I saw Dr. Jones with Ms. Doe today. He agreed to decrease her dose as this 

could be the cause of her fatigue. Dr. Jones ordered a decrease of 5 mg. 

Break in Schedule from 30 mg. to 25 mg. Ms. Doe and I then discussed her absence from the 

clinic yesterday. She stated that she was unable to find anyone to care for 
her children—she expected her husband to be home but he had to work 
late. This is the first day she has missed. Spent 30 minutes with Ms. Doe. 

_ James Harris _ 

12/21/72 Ms.Doe did not give a urine specimen today as scheduled. She stated that 

she forgot and voided before coming to the clinic. Considering the 
patient's recent request for decrease and the fact that she missed her 
medication on Tuesday, I suspect she may be using drugs again. She denies 
this. I have asked the nurses to withhold her medication until she gives a 
specimen. Spent 45 minutes with Ms. Doe. 

__ James Harris ______ 

12/29/72 Ms. Doe has been in treatment for 30 days and remains on methadone 

maintenance at 25 mg. daily. Her urines, with the exception of the first 
two, have been clean. She gives no appearance of abusing any drugs 
including alcohol. The preliminary hearing on her case for possession of 
heroin is scheduled for 2/1/73. She has no other cases pending. 

Ms. Doe spends all of her time with her children except when she 

Monthly Summary comes to the clinic. A neighbor cares for them during that time because Mr. 

Doe does not want them in the clinic. Ms. Doe states that she feels she is 
making up to her children for her prior neglect. I feel that she is making 
good progress but will make no changes in her treatment plan at this time. 

_ James Harris ___ 

1/3/73 Ms. Doe states that she would like to find a job as she and her husband 

would like to buy a house but need extra income to do so. Ms. Doe took 
some typing courses in high school but has not used this skill since she 

Referral graduated. She is interested in getting secretarial training. Ms. Doe has 

been meeting the requirements of this program and in my opinion is 
stabilized enough to be considered for training. I contacted Mr. Henry at 
the New Careers program and he agreed to see Ms. Doe on 1/7/73 at 11:30 
a.m. Spent 1 hour with Ms. Doe. 

James Harris 
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1/8/73 


I called Mr. Henry this morning. He saw Ms. Doe yesterday and agrees that 
she seems a good candidate for secretarial training. She begins testing 
Results of Referral tomorrow. 

Follow-up 


James Harris 
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11/29/72 


11/29/72 

Jane C. Doe, a 33 year-old black female, was admitted to Q Clinic for 
methadone maintenance. This member states that she has been abusing 
heroin since 1965 and has attempted to detoxify in several programs in 
New York City. Ms Doe states that she has been receiving treatment for 
Hodgkins Disease from a private physician here. She is presently receiving 
30 mg. of methadone daily. 

J. Peters, LPN 

12/3/72 

City Hospital today notified the program of a partially calcified density in 
the left lower lung of Jane C. Doe found on her admission physical x-ray. 
Will schedule her to see Dr. Jones on 12/5/72. 

T. Smith, R.N. 

12/4/72 

Ms. Doe appeared very agitated and had obviously been crying when she 
reported to the clinic today. In talking with her, 1 learned that her husband 
is very upset about her decision to be on methadone maintenance. He 
wants her to be drug-free and fears that if she continues receiving 
methadone her chances of achieving this state are nil. Ms. Doe and 1 then 
discussed this problem with her counselor, James Harris, and made an 
appointment for her and her husband to see Mr. Harris before making any 
changes in her methadone regime. The appointment is scheduled for 
12/8/72 at 3 p.m. 

J. Peters, LPN 

12/5/72 

Ms. Doe was seen by me regarding abnormal chest x-ray. To be scheduled 
for repeat x-ray. Reviewed treatment she has been receiving from her 
private physician, Samuel Knox, for Hodgkins Disease. Client will be seen 
again after receipt of repeat x-ray report. To be done by Dr. Knox. 

P. Jones, M.D. 

12/7/72 

Dr. Knox, Ms. Doe's private physician, did a repeat chest x-ray which 
revealed inflammation in the left lower lung. Dr. Knox has started Ms. 
Dow on tetracycline, 250 mg. qid. 

P. Jones, M.D. 

12/13/72 

Ms. Doe requested a decrease in medication today as she is constantly 
fatigued. Scheduled to see Dr. Jones with her counselor on 12/15/72 at 10 


a.m. 

J. Peters, LPN 
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12/15/72 


Ms, Doe did not report to the clinic for her medication yesterday. Her 
counselor, James Harris, was notified. 


T. Smith, R.N 


12/15/72 


Saw Ms. Doe today regarding the above request, and will decrease her 
methadone from 30 mg. to 25 mg. daily as this may be the cause of her 
fatigue. . 


P. Jones, M.D. 


1/17/73 


Ms. Doe was scheduled today for her post antibiotic therapy check-up on 
1/21/73, at 10 a.m. She was given the appointment form and stated that 
she will be available at that time. 


1/21/73 


_ J. Peters, LPN _ 

Ms. Doe has completed her antibiotic therapy. Lungs sound clear. States 
she is comfortable on her present methadone dose (25 mg.). Will continue 
on this dose. 


P. Jones, M.D. 
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MEDICATION SHEET 


Allergic to: 

CODE 


A-Absent 

Daily—8 A.M. 

Blue Ink-7 AM-11 PM 

R—Refused 

B.I.D.—8-8 

Red Ink-11 PM-7 AM 

X—Discontinued 

T.I.D.—8-2-8 


O-Unable to Swallow 

Q.I.D.-8-12-4-8 


Order Disc. 

Date Date Medication 

!iM 







































A. Special Methadone Problems 


1. Pregnancy 

Pregnant, narcotic addicted women and their offspring constitute a serious health and life-risk group 
within the addicted population. Many of these women suffer medical and obstetrical complications due to 
both their addiction and the effect this has in drawing their attention away from concern for their health, 
nutrition, prenatal care, psycho-social needs and responsibility toward their expected infants. Their babies, 
like those of untreated heroin addicts, often suffer the consequences of their mother's neglected 
environment and growth. While some suffer more severe neonatal withdrawal, many are faced with 
uncertain care and unstable home environments. Many addicted mothers are unable to cope with their 
babies, whom they describe as "irritable, hyperactive, and demanding." The emotional problems which can 
complicate these pregnancies, especially anxiety and depression, are often aggravated after childbirth and 
may require weeks or months of intensive therapy and/or assistance (including provision of visiting nurses, 
homemakers, etc.). It should be the aim of drug treatment centers to secure the early identification of all 
pregnant addicts both upon intake and during the course of treatment. While this is the responsibility of 
both staff and client, it is primarily the counselors' responsibility to identify their pregnant patients and 
arrange for a comprehensive range of services if the client does not have them available to her. Staff should 
be aware, too, that exceptions may be obtained for pregnant women in terms of meeting FDA eligibility for 
methadone maintenance treatment (See Summary for procedure). 

Some programs have established separate treatment units for their pregnant clients. Others assign all 
pregnant clients to one counselor so that continuity of care is maximized. In other instances, programs have 
cooperative agreements with hospitals so that maternity staff are conscientious regarding specific needs 
when clients are admitted for delivery. If indicated, the child's father should be intimately involved in all 
facets of the client's treatment. 

Specialized care appears very beneficial for pregnant clients and is best obtained in a centralized 
location. Total involvement in these specialized units focuses on the pregnant (or recently delivered) 
mother, and her treatment needs are met by a competent team. Even in cases, however, where centralized 
treatment is not feasible, specific management principles should be adopted. Prior to delivery, dosages 
should be slowly decreased to the lowest possible amount which still permits comfort yet avoids withdrawal 
symptoms. Rapid detox is contraindicated, since this may prove harmful to mother and fetus. In some 
instances, complete detoxification will be achieved. Excercise classes and seminars on caring for the 
expected baby are helpful during pregnancy; these prepare the mother to cope with the stress of labor and 
delivery and caring for the newborn. 

During the post-partum period, homemakers' and visiting nurses' services may be indicated. These 
should be arranged for by the counselor if the client is unable to procure them for herself. Staff should be 
alert for signs of post-partum depression and should be trained in ways of dealing with it. Special attention 
should be given to the mother's relationship with her new infant since this may be an indication of her 
emotional stability at this time. 

A description of any newborn who is premature or has any adverse reactions due to methadone within 
one month of birth should be forwarded to the FDA on FD-1639, "Drug Experience Report." 

2. Alcohol 

Alcohol can be dangerous to the client receiving methadone if it is used to excess, and the medical staff 
should be on the alert to notice inebriated clients. In such an instance, the counselor should explain to the 
client that he cannot receive medication under such conditions. The reasons should be clearly and simply 
explained to the client: continuous intravenous heroin injection of impure substances generally causes 
changes in the liver of narcotics addicts. When one drinks, alcohol causes even more detrimental effects on 
the liver. Metabolism of methadone occurs in the liver, and constant consumption of alcohol causes further 
deterioration of the liver. Consequently, daily doses of methadone may be improperly metabolized by a 
malfunctioning liver, not be excreted, built up in the system, and result in a clinical overdose. If a client is 
receiving take-home privileges arid shows evidence of compulsive alcohol abuse, the take-home privilege 
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should be removed immediately and the client returned to daily visits to the clinic. If the problem becomes 
extremely severe, the counselor should consider referring the patient to an alcoholism center as adjunctive 
treatment. 

Heroin addicts, and many other people, think of alcohol as relatively non-harmful. Also, as clients 
begin to change their life styles, they find a good deal of idle time. Alcohol then becomes a vehicle for 
filling this time. Alcoholism is a very serious and often fatal medical disease, and daily contacts with clients 
should be used to prevent this disease wherever possible. Clients should never be encouraged to drink, even 
moderately; for them, alcohol is a dangerous drug and a destructive way to deal with problems. 

3. Overdose 

Medical directors of programs which dispense methadone should be aware of the treatment of overdose 
and should attempt to educate hospital emergency room officials regarding this treatment. Perhaps the 
single most important point in this regard is the difference between methadone and heroin overdoses. In the 
early days of methadone treatment, several deaths occurred because physicians were not aware of this. The 
essential difference between a heroin and methadone overdose is reflected in the prolonged duration of the 
action of methadone. Treatment, then, must consist of appropriate response to the specific drug action, not 
only to the fact of overdose. 

a. Overdose in General 

In beginning the treatment of any overdose, the patient should have an adequate airway maintained 
and should be hospitalized as soon as possible. Initial treatment may begin on the way to the hospital. 

b. Methadone Overdose 

If a patient is comatose or semi-comatose as a result of methadone ingestion, an initial intravenous 
injection of 0.4 milligrams of naloxone hydrochloride (narcan) should immediately be administered. If no 
improvement in respiratory function is seen within two to three minutes, the injection should be repeated. 
It is suggested that the methadone overdose victim have his respiration and level of consciousness monitored 
for up to 48 hours after his initial response. If the desired improvement is noted, the physician must remain 
aware that the duration of action of naloxone is shorter than that of methadone. If the patient is left 
unattended, he may lapse into unconsciousness several hours later. 

c. Heroin Overdose 

In the case of a heroin overdose, an initial intravenous injection of 0.4 milligrams of naloxone 
hydrochloride (narcan) should be administered immediately. Since the duration of action of heroin is about 
the same as for naloxone, the client will usually respond to this injection and, generally, no other treatment 
is necessary. 

d. Choice of Medication 

Naloxone is preferable to nalline which was used formerly because of the absence of depressant effects. 
This is important particularly if the diagnosis was in error and the overdose was the result of another class 
of drugs such as barbiturates or a mixture of drugs. In that event, nalline's antagonistic effects may be 
additive to the effect of the other depressant while naloxone would have no effect. 

e. Reporting Requirement 

Should death result from a methadone overdose or appear to be methadone-related, in any way, it 
must be reported to the FDA within two weeks on FD-1639, "Drug Experience Report." 


f. Other Measures 

In addition to the procedures described above, the clinic's medical director should determine what 
emergency medical equipment and supplies are needed in the clinic, itself, in order to respond to 
emergencies which might occur there. 
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Sample Intake Form 









CENTRAL MEDICAL INTAKE FORM 
Patient Routing Card 





CMI DatP 

__... 

□ Voluntary 

□ CJS 

□T ransfer-.— - 


□ Complete New or Re 

□ Partial Re 

□ Annual P.E. 


□ Clerk 

□ Clerk 

□ Clerk 


□ Blood 

□ Urine (drugs) 

□ Blood 


□ Urine (Complete) 

□ Rx update 

□ Urine (Medical) 


□ Medical Rx 

□ P.E. update 

□ Medical Rx 


□ Chest X-ray 

□ Other 

□ Chest X rav 


□ Physical exam 


□ Physical exam 


□ Footprint 


□ Footprint 


□ interview 

□ interview 

□ interview 


□ l.D. Card 

□ l.D. File 

□ l.D. File 



Ren. Rx 

Cpntpr 




Time Out 


Time Out—- 

Time Out 




Comments. 









Patient Name. 


Client No. 



HAVE YOU RECENTLY: 

Yes No 

i_ _ Had a sore tongue. 

_ _ Had "fever sores". 

- - Had difficulty swallowing.*. 

- — Had excessive gas. 

- - Had abdominal pain. 

- - Been constipated often.. 

- — Had diarrhea frequently.. 

— —_ Had blood in your bowel movements.. 

- — Had black bowel movements .. 

- —r Had light gray or white bowel movements. . 

- - Had burning or discomfort when you urinate. 

- - Had very dark (green-brown) urine. 

- - Had stiffness, swelling or pain in yoUr joints ... . 

—— —- Had frequent or severe headaches. 

-—- — Had persistent numbness or weakness any place in your body. 

- — Had dizziness or light-headedness.. 

- — Had unsteadiness in walking or balance. 

- — Had difficulty falling or staying asleep. 

— — Felt tired after having enough sleep. 

— — Had difficulty trying to remember things . 

— - Had difficulty remaining awake during usual waking hours. . . 

- - Felt excessively tired or weak . 

— — Had any trouble with skin sores. 

- Had excessive itching. 

- - Gained or lost 5 pounds of weight or more. 

- — Had any chills or fever. 

- - Had any difficulty with your vision. 

- — Been troubled with double vision... . . 

- — Had a buzzing or ringing in your ears. 

— — Had severe nose bleeds. 

— —„ Had difficulty breathing through either side of your nose . . . 
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Patient Name___ 

HAVE YOU RECENTLY (continued) 


Client No. 


Yes No 


Had any hoarseness . 

Had a bad cough . 

Had night sweats . 

Felt short of breath easily . 

Noticed anything unusual about your heart beat 

Had pain in your chest . 

Had hand swell . 

Had cramps while walking . 

Had a loss of appetite . 

Had nausea or vomiting . 

Had bleeding gums . 

Do you have unusual thirst or hunger . 

Had feet or ankles swell . 


Yes No Don't Know 

_ _ _ Are you very shy or sensitive . 

_ __ Are your feelings easily hurt . 

_ _ ___ Are you easily restless . 

__ _ _ Are you nervous or "keyed up" most of the time . 

_ _ ___ Is it difficult for you to relax . 

_ _ _ Are you easily irritated and upset . 

_ _ ___ Are you often depressed or blue . 

_ _ __ Do you cry easily. 

_ _ _ Do you have any unusual fears . 

_ _ _ Have you had nightmares . 

_ _ _ Do you worry very much . 

_ _ _ Do you regard yourself as being nervous . 

_ _ __ Have you ever been examined or treated for a nervous illness . . . . 

__ _ Have you ever had a nervous breakdown . 

_ _ __ Are there any sexual matters or difficulties you would like to discuss 

_ _ Have you been married more than once . 

__ __ Do you have any work problems which produce emotional stress . . 

_ _ __ Do you enjoy school work . 

_ _ _ Do you enjoy on-job-training . 


I hereby give my consent for the following: 

1. A physical examination 

2. A blood test for blood chemistries and syphilis 

3. Urinalysis to screen for abnormalities and drug content 

4. Chest X-ray 

5. Pregnancy test (female only) 

I also understand that if my syphilis test or X-ray indicate the presence of communicable dis 
results will be released to the Department of Public Health for further confidential follow-up. 


Signature and Da 
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MEDICAL HISTORY REPORT FORM 


Patient Name:_Client No. 

YES NO HAVE YOU EVER HAD: 

- - Anemia or Blood Disease (Sickle Cell Disease) . 

- - Cancers or Tumors . 

- - Rheumatic Fever . 

- - Heart Disease. 

- - Varicose Veins. 

- - Phlebitis or Infected Veins . 

- - Tuberculosis . 

- - Pneumonia or Pleurisy. 

- - Asthma. 

-- - Hay Fever . 

- - Sinus Trouble.•. 

- - Allergy to Drugs or Foods. 

- - Hives . 

- - Dermatitis or Skin Disease . 

- - Eye Infection. 

- - Blindness. 

- - Color Blindness . 

- - Deafness or hearing loss . 

- - Seizure disorders or epilepsy. 

- - Severe back disease . 

- - Arthritis or Joint Disease . 

- - Stomach ulcers or ulcer disease . 

- - Gall bladder disease. 

- - Diabetes . 

- - Thyroid disease . 

- - Syphilis - date__Where treated_ 

- - Gonorrhea. 

- - Hepatitis. 

- - Hypertension or High Blood Pressure . 

- - Malaria . 

- - Kidney disease . 

- - Typhoid fever. 

- - Gout . 

—— _ Hemorrhoid . 

What other diseases not on this list have you had: 

1 _ 

2 _ 

3 _ 

4 _ 

When did you have your last regular physical examination__ 

When did you last see your dentist__ 

Where are your most recent medical records__ 

Are your teeth in good repair currently__ 

Do you wear eye glasses or contact lenses__ 

Do you need new eye glasses__ 


1 

| 

I 

a 
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FOR FEMALES ONLY 

Patient Name:___ Client No___ 

Age of your first period ___ 

Is your period regular___ 

Period occurs every___ 

Usual flow: Normal__ Heavy_ Light_ 

Has there been an: Increase ( ) Decrease ( ) in flow recently 

Date of last normal period____ 

Are you tensed or irritable before or during periods_. 

Have you, within the past year, had vaginal bleeding other than at the time of your period_ 

Are you or do you think you are pregnant __. 

Age of first pregnancy-Number of living children __ 

Date of Birth____ 

How many Abortions_Dates_Miscarriages_Dates_ 

Stillbirth_ Dates __ 

Do you feel you have an unusual amount of vaginal discharge or itching _ 

Note: If you have ever been treated for a female disorder or been told you had any trouble with your 

female organs list here___ 

Do you have hot flashes___ 

Have your breasts recently changed in size ____^__ 

Have you recently had any breast discharge ___ 

When was your last pelvic (GYN or Vaginal) examination_ 

Are you on birth control pills __ 

What kind of pill__ How long __ 

************************************#************#*.****.* 

PROGRAM ON METHADONE IN MOTHERS AND INFANTS 


Patient Name:_ Referred by_ 

ID No.-- Date of referral _ 

Date of Birth-Marital status ( ) M ( ) D ( ) Sep. ( ) W ( ) S 

Address-- with whom living_ 

Telephone: Home_Work_ 

For Emergency Contact___ 

Name Phone 


Employment current ( ) Yes ( ) No Date begun_ 

Highest grade completed-Medicaid ( ) Yes ( ) No ( ) Eligible 

Other Insurance_ 

Length Heroin use_length present habit_other drug use__ 


clinic patient attends__ 

Counselor_ Nurse __ 

Treatment received: Meth. Maint_Detox_Other_ 

Date Rx begun_ended ___ 

Prenatal care at clinic_Hospital _ Private_ 

Name 

None-Date begun__— 

Patient to deliver at__ 

Expected date of confinement_ 

Referred to_ 
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